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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

Ms. Christina M. Swick 
Agent for, 
Ionics, Inc. 
3039 Washington Pike 
Bridgeville, PA 15017 

Mail to: Lewis & Harrison 
122 C Street, N.W., Suite 740 
Washington, D.C. 20001 

Subject: HY gene 
EPA Registration Number 35900-2 
Your Amendment Dated Jui.y I 5'", 2005 
EPA Received Date July 27 , 2005 

OFFICE OF 
PREVENTION, PESTICIDES 

AND TOXIC SUBSTANCES 

The notification referred to above, submitted in connection with registration under the Federal 
Insecticide, Fungicide, and Rodenticide Act(FIFRA), as amended, to update the basic 
Confidential Statement of Formula to include an additional production facility, is acceptable. 

Your notification has been made part of the permanent record for this file. 

If you have any questions concerning this letter, please contact Karen M. Leavy-Munk at 
(703)-308-6237. 

sc;:/'/?n/~ 
':~ell· 
Product Manager 33 
Regulatory Management Branch I 
Antimicrobial Division(7510C) 
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LEWIS & 
HARRISON 
Consultant• In Go111rnmant Affllrs 

July 15,2005 

122 C Stteel, N.W., Suite 740 
Washington, O.C. 20001 

lelephone 202.393.3903 
fax 202.393.3906 

Office of Pesticide Programs 
Antimicrobial Division 
Document Processing Desk (NOTIF) 
Room 266A, Crystal Mall 2 
I 80 I South Bell Street 
Arlington, Virginia 22202 

ATTN: Marshall Swindell 
Product Manager, Team 33 

SUBJECT: lonics, Inc. 

HAND DELIVERED 

HYgcne Bacteriostatic Water Filter Media (EPA Reg. No. 35900·2) 
Notification of Revised CSF 

Dear Mr. Swindell: 

As agent for Ionics, Inc., I am submitting a notification to update the basic CSF for HYgene 
Bacteriostatic Water Filter Media (EPA Reg. No. 35900-2). The new basic CSF includes an 
additional production facility. lonics, Inc. affinns that the beginning materials, manufacturing 
process, preliminary analyses, and other product chemistry data remain unchanged. 
Accordingly, the nominal concentrations, upper, and lower certified limits for the active 
ingredient and all impurities are identical to those which appear on the currently approved CSF. 

e The following documents are enclosed to support this notification: 

I. Application for Pesticide Notification (OPP ID No. 296849); and, 
2. Basic Confidential Statement of Formula (CSF) dated July 15, 2005. 

1fyou have any questions and/or comments, please feel free to contact me at 202-393-3903 x16 
or cswick@lewisharrison.com. 

Sincerely yours, 

(\)M.~v~ '1'/t. ~ 
Christina M. Swick 
Agent for Ionics, Inc. 

Enclosures 

••• • • • •• 
• 

•• • • • • • •• 
••• • • • •• 

• 
•••• • • •••• 
• ••• • • • • • • 

• ••••• • •• • • 
•••••• • • •• 
• •••• • • ••••• 
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- ' 
p,.,,., H>woroo. 1 fom> '''"'''"'-"··· - EPA United States 0 Registration OPP Identifier Number 

0 Environmental Protection Agency 0 Amendment 296849 
Washington, DC 20460 

GJ~ 
Application for Pesticide -Section I 

1 N"mbet 2 _ EPA P"'d"ct I 
,_ I i 

~ 
I(N~~O) 

ToomJJ 
~None 0 Restricted 

li -"'""' ~b)(l), my product is sim\~r or identical in 
1 FIFR~.: i 

lonics, Inc. and labeling 
3039 Washington Pike to: 

·~~~~~711 oTO 
EPA Reg. No. 

Product Name 

Section -II 

Amendment- Explain below. Final printed labels in response to Agency letter dated ___ 

Resubmission in tesponseto Agency letter dated 

I 0111;; 
Application 

'-
Use 1 I if (For Section and II.) 

Notification of Revision ofCSF in Accordance With PR Notice 98--10 
This not if/Calion is coruisrentwith tJw pro¥isi011Ji of PR Notice 98./D and EPA rcgulati01u ot 40 CFR J52A6, and no other chtmges hm>e been made to the lDbeling or 
the confidential sltltement offormufa ofthlsproduct. I undcrstatld tho/ it Is o violation of !8 U.S. C. Sec. /00! to willfo/fy moire any fa be srotement to EPA. I .fort her 

undemond that if this norificatian is not consistent with the terms ofPR Natlce 98·10 and 40 CFR !52.46, this product may be in ~iofation ofFIFRA ond I may bt: 
:subject to tll/orctmenroctlon ond peti(Jl/ies um:kr sections 12 and 14 of FIFRA. 

'~·' _'IV\ Jl. -'"1 Date' -,/1<0/o5 
Section ~ Ill 

. I 

" I 
I i i i 

Yes• Yes Ye• Motol 

No No No Plas.tic 

Ln~e;~ckaging wgt. 
No !"" Pa~e:~owgt. 

No. par Glass 

*Certification must 
container container 

Paper .: Olher. 
i 4. s••<•> Retoill ,, Lobo I i i 

Lobel 0 Containet On Label 

I ""I """"" 8. ' Whloh Lobell ' "' PIOd"ct U OthOI. 

Section -IV 

1. • Uom• dl~liy , .. 
"'"· 

fl:m;:: M. Swick. Lewis & Harr!s~~: ' ""' 
I 

Agent for lonies, Inc. Codo;m_ 
I 1: : St""' ( :20001 (ext. 16) 

~ ~~[{y,that tho statements I have made on this form and aU attachments thereto are trua, accurate and complete. I 
6. 'i::;'~~;, 

~that any knowingly false or misleading statement may be punishable by fine or imprisonment or both (!itampear ·: ·: 
"'"" ' li I• .w. •• • • • •• • 

'~.:,;.;~,o.';'Y\.k '- Til" • •• •••••• 

"'"' 
• • 

Agent for lonics, Inc. ••• • •• • • •• *•••• • • 4
. !y~:r7;~:n M. Swick, Lewis & Harrison 

' ua" • ••••• 
July 15, 2005 •••• • • 

1 85<0·1 (HOV. ,_,_, • tile"""' 1 I I . : 
t<opy 
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~~~~wm~~~~~----~~~~~O~MRI~IN•.~~------~ = Registration OPP kJentifl.,. Number 

&EPA 

• Compenv!Procklct Number 

United St.lt81 

Environmental Protection Agency 
W&~hlngton, DC 20480 

1 for '-

_Amendment 296849 
_Other 

I 
2. EPA Produot Manager 3. Propoud C1ualftoatlon 

~ .. -C«np--M-,-.....,--,.-,-......,--1 --------------tPM-,-------------1 ON- D RootriotM 

6. Expedited Review. kl accordance with AFRA Section 31cU31 
!::(1)· my product Is similar or identical in composition and labeling 

EPA Reg. No. _____________ _ 

Product Name 

I - II 

0 FiNI printed ...,_., In rupon.o to 

0 
A.gencytattor d.-ted ------------1 
•Mto Too• Applloatlon. 

D Other· Explain bMw. 

Explanation: Uoo tlddltloiWII ~·I•) If ne11oooarv. JFor ahtlon I end SooUon 11.1 

Ov .. · 
0•· 

~~~--------------~ 

tFL:;::· .. -------II~wr:::-~:::.~-----,.,..""----11'· rM~.~· 
~ No. per r••' No. P!lr ...-~ 

~. oontlllner wgt oont111ner Other 151"''"'·-------1 
' I•· sl"'"' "'" Eff•'c.b• 
o~-------------~·-·_-__ ._~_·_Whlo>h __ ...... __ •• _._ ... _"'_'_'_""""" ___ ..Jo~-

I - IV 
od>o<Uybolow af lndlvlducl to " '""' No. !Include Arae Codal 

Cerdflcation , •. 
1 certify that the otlltomento I haw mod a on this form and ell attaohmlllthl theroto are true, accutoto and comploto. •• • ••• 

1--~'~""'~""~w~l~od!,.~that~~·~nv~k .. ~•-'"":'~'~"~'~'~'-'"'..:_:·"~_,=l~na::._","r""'--"'--_'_ .. ~'-~_·_,._'"'_'_"~v-•_M_M_"""_:_"_'""""' __ "_'_" __ ~ :•. ifitsm~d)' : .. w. • •• • ••••• 
• • 

I '", Signature 3. 'Tltie • ••, : •• .... .. . .... 
• • • • •••• 

•••• • • •••• 5. Date i•· TypodN-

• ••• • • • •• • 

t '""· ..... '' editiO;;; aro obsoloto. 6



--~-~ -~~- ~ ----

' • -
PAPERWORK REDUCTION ACT NOTICE end INSTRUCTIONS 

PAPERWORK REDUCTION ACJ NOTICE; Public r•porting: burden tor this collection of inlorlll@tion is sstimat5d to aveu1go 0.85 hour per 
iM!uding time fot r.lliowing irwtruotieu, •earchii'IQ eWting data to!HceO, g&thering and maintsirling tho data needed, and c~eting end 

collootion of inlorm&tion. Send c~fltS r~ng tho bufd&n ••limDtu tw eny other MpOCt of this ocllctroon of !nforrrnuion, !neludil'l!l' 
roducing thie bunhm, to Chief, !nform&tton Pcflcy Sti!Mh, (2136), U.S. O:rrvironmentel Proteetion Agern:y, 401 M StrNt. SW, 

DC 20460. 

I ~'IM ~<::TO:• ':=~~~:TWill form Is to be uted fOI" aU spplict~tiO'M for new rsgilltretlon, end u;e rarogi:nretion, II!ITI4ndment. rosubmiuion. to eppticaticM 
!or 1 ~ ~nal printed mb&!lng, «ti'IIQio:trntion, etc. In order to proceu en IIPPf{clltion for e new registrrttion eubmltted on thia fonn. the 

accompany tho application: 
1. CfU'tii'Wetion with RMp6Ct to Cltotion of Date {EPA Form 8S70--29). !If oot oxarnptod by 40 CFR 152.81 (b) (411: 
2. Confidln~ Statomlnt of Formula tEPA Fotm 85704); 
3. Formulator'• b:empUon StMement (EPA Form 8570.271; 
4. Fivo IIOplee of draft t.beting: 
5. T'hNNo ocpleo of llnY datal tubm!ned; 
e:. Authorizetion Wttor where applic.J»e; 
7. Matrlcn where fiPPIIoeblo. 

s.wm;;.•ia<l of t...belin& * lab611ng ohould fir•t bo IJUbmittod In tla fotm of draft labels with allappllcatiOM for rwaw rogi1ttotJon. Such dfaft labels may bo 
;n tha fotm of typOd label text on 8.5 x 11 inoh paper for eubmlosion or 1 meokup of the propo..d label. If pteplll'od for mockup, It lhould bo 
conetructlld In 1 WfiV u to f~• •torooo In em 8.5 x 11 Inch fllo. Mockup !&bela tfgn!ftcantly llft'lsllar them 8.5 x 11 lnehH should be mountod on 8.5 
x 11 Inch pepor for DUbml .. loo. 
Submlr:•k>rl of Oeto a Data submitted In tuppon of thi• cppliaation must be wbminDd in aooordence with PR NotiGe 86-5. 

~PE!:'.;;!f!Q INSJRUCJTONS: Aaaeo read the irultructioM lilted lHalow before colfl9letlng thi• application. Firet detormirwa tho typo of reui•:t-~r·•;;ti;;on;. 
~ ~~.on.lilt.d In Block A, for which you 41'1 eubmlttlng this appllc8tfon. For Gt)p!icedoM eubmltted In connection with Now Reglattation actions, 
I, m, and IV ITII,I8t bo completed by tho applicont. For appllcotions submin.d In connoction with amaru:led rarugi1tratlon actlom, r01ubmlniont, 
notifictltions, rorogfstroliotw, ato., Sact!ono I, II, and IV muJt be completed by tho applicant. 
m~ A* Check the a;~Proprioto action for which you are aubmlttin; this form. 

SECTION I· Thio nation must be complat-.i, u appliosbls, for all reglsuetion «<tiom. 
t. Cc,mpanyiPfoduct Number* !noon your Company Nurr!llilr, if ons has boon aulgne4 by EPA. This nul'l"ober mey tw1vo been euiQI'Ied to you •• e 

blt!Uc rogicttent. o distributor, or ea an ttttabliohtntlnt. If yoor prod\JCt Is registered, Insert tho Product Number. 
~ !' EPA PrcduR Men•uar ·If known, fiQ tn the name arn:1 PM number of th<l EPA ProdUct Manager. 
I "· Ptcpooud CU.clfication • Specify tM prnpoood claat~ifleation cf thia prcduot. 
4. PrO<Iucl Name· Enter tho completa product name of this petticida aa it will appear on the Iebei. Tho nome muat b& apocifio to thio prcduet only. 

Du¢ication of namea i8 net permitted aMOng producu of tho uemo company. Do net inelu~e any brand nome or company lino d-.lgn.ttion~. 
5. Nome and Addree# of AppliCAnt* The rwno o( the finn M person and oddrses ehown in your fq)pilootion ia the peNon or finn to whom the 

regiaul'tlon wiU be l8liluad. If you IiilO aeting In bshclf of another porty, Vo:H.t ml.lfl1 eubmit rruthoriution from that party to aet for tfMim In rDgilltrlltion 
mattDro. An applicant not reaidlno in the Unltcd States mue.t hevo sn euthcritod egant residing In tba United Statea to eet for them In Oil 
registr.-tiort metter;. The name end e~te mailing addtlllli' of such en .a$nt must aceompeny this epplleatiGrt. 

a. Exp.edi~ed Revlow- FIFRA eeetion 3 (cl 3 (8) provldN fw npodited roview. of 4ppllcatlom~ for reglnratlon, or et'Mndmonte to exbtln; ragistrationo, 
tlvrt oro elmilu or idantic.al to othM J~"tieide produotl thot IiilO curronUy fe1)1etered with tho EPA. In order fOI' VOW' ~Pt)tication to be of1gib!; for 
sxpedited roviow, you must provklo us with the EPA Ragistretion Number end product name of tl\a pnx!uct you bollaw Is $imll41' to or ldontioal to 
your prodwt. Tho product must be similar or identical in both fOI'I"nUUatlon and labeled Uii&O. 

SECTION U • This osotion mu~ bo ocmplot.d for ell app#cetiomo 8\lbmltted to armtnd tho rogiatraOOn only of a wnendy registered prcduot 
(Amel'\df'Mnt), for a ruubmluion In rOIPQMI to en Agoney le-tter, for notifloatlono to tho Ar,;.m:y, for the oubminion of fino! printed labeling, for 
rorftg'istration and for any other aotion th«t pertaint to • wcifiy EPe\-regltttrsd product. ihle eoctlon Is rut! 121a u .. d for a new epf)llcatlon fOJ 
rogiltratlon. 
1. Subjoct of . .ubmlcelon • Chock the oppliccble btoek end provid• the Agency letter date if appropriate. Provide a brief explanation of the purpoae(fl) 

for the ltibminion, IIIUCh u •w addition of a alto, pe11t or crop (apecity)•; •OI"'''Iffd the Confldonticl Statement of Formula by ... "> •rerogi81ration 
wbmieelon•: •gensrel hlbet raWI\ion of usa directione.• Attach a •eperate pogalf bdditionalepace ie neldod. 

I~~;;;~~~~ Ill (Peckeglna end ContBliWl' Information)* Thl1 Soct!on muet bo camploted for •U epplications submitted In connection with new 
1~ or llPPheblo amonclmant.a. 

1. Typo of Paekagtnu • Ctack tho mpproprlete bloek If your product will be per:keoed in the lncllcotod p~kaging typee. 
lndicrrta tho eizo of tho indlviduel Pccke«s end numbar per retail et~nt&inor. 

2. Typo of Ret.U Ctm.._r • lndieate type of container In whlch product wll! be marktoted. 
3. Location of Nel &Tmtenu * Indicate the location of the not oontentt Information for your product. 
4. SfniN.-f RataY f1pntdrm * Speoify tho not contents of ell ret#il eontairwara for yew product. 
!5. :o&ticO of U..plta~ ~Indicate the location of the ueo directions for ycur prGduct. 
a. ~r_ln whle; ~~~- efflxed to produtrt • lndieeted the method product Iabeii• ~r~Uached to reteil conttriner. 

• • ..., . . .. 
SE\4,!.:QJi IV (Cfg&ct Pcintl- Thia Soction must be ~ted for ell epplicetioM for AIIQifl:tretion Getions, i.e., new prodGet$ rlllgilfrllition, 
•u~llti~'~· •me-t~, • rarogiruation, ate. 

1·5. Self-.xplenot.~·· • 
a. EPA UM Ofll:ye••• 

:·: . ' 
... -~--~~~~~-
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DECISION PKG. NO. -.J ,_r 0, /, /2 J_.

SOBMISSION BAR CODE ' If 7 '7 ~ .,r 'f 

SUPJ;I. DUE DATEd 7- .,1, J -::__li_ 

REVIEWER ]? n tz;(i ><5 · 

CODING FORM FOR APPLICATIONS FOR REG!oTRATION/AMENDMENTS 

[ ~ CHILO R.ESI STANT PACKAGING: ] :h.EQUlRBD NOT RBtolHD 

REGIS'l'RATlC!i TYPE: [ ] CONDITlrnAL ( } UNCONDITIONAL l RBSTRI C'l'BD. t1S1 

DA'I'B Cl'i APPLICATION EPA RECEIVE DATE. PM RECBIVB DA'%'1 

,. 
METIJOII OF SUPPORT PORHCLATORS BXEMPTlCl'i 

] CITE-ALL t ] EELEC'I'IVB [ ] S~IT'l'Ji::o [ ] NOT SUBMIT'l'BD 

1 NOT SUBMITTBD [ ] N/A [ l •lA 

( 
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----------
UNITIII nATES IIMRDIIMIIIITAI. PIIOTIICTION AGENCY 

JUL 0 6 2005 

• 

• 

Lewis & Harrison, Agent for 
lonics, Inc. 
122 C Street NW, Suite 740 
Washington, DC 20001 

Attention: Christina M. Swick 

Subject: HYgiene Bacteriostatic Water Filter Media 
EPA Registration No. 35900-2 
Amendment Application Date: April21;2005 
EPA Received Date: April22, 2005 

The amendment referred to above, submitted in connection with registration under ' . 
the Federal insecticide, Fungicide and Rodenticide Act, as amended, to add alternate 
sources of inert ingredient is acceptable. · 

The revised alternate Confidential Statement of Formula (CSF) dated April 22, 
'2005, is acceptable. It is in compliance with 40 CFR, Part 158.175 and PR Notice 91-2, it 
agrees with the label. This information bas been placed in the subject product file .. 

If you have any questions concerning this letter, please contact me at 703-308-
6341 or Portia Jenkins at (703) 308-6230. 

Sincerely yours, 

·~'#!~ 
s all Swindell 

Product Manager (33) . 
Regulatory Management Branch I 
Antimicrobials Division (7 51 OC) · 

-·· . _ ..... 
DATa 

EPA'-"' tazo.tA{tiiO) ----

• 

• 

·-~ 

~ 1'11.11 COPY 
'V.I.OCaa_,...._ ___ ,..,..,. 
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PI"". ' . ''""' Fo~ . OMB No I - EPA United States D Registration OPP Identifier Number 

0 Environmental Protection Agency [8J Amendment 296986 
Washington, DC 20460 0 n+h•• 

for Pesticide • Section I 
1.1 I N"mb" ~'"'II i'' I ' I I 

1':. '·'·":~·) T•am 33 
I2J None 0 Rest/feted 

1': 'coa•J 6. In I with FIFRA 3(c)(3) 
lonics, Inc. (b)(!), my product is similar or identical in composition and labeling 
3039 Washington Pike to: 
Bridgeville, PA 15017 

;ro PI F.4.0F. 
EPA Reg. No. 

Product Name 
U Ch"k if lhl' ;, . 

Section -II 

Amendment- Explain below. Final printed labels in 1esponse to Agency letteJ dated __ 

Resubmission in response to Agency letter dated "Me Too" Application 

II I I O!h01 • E>PI•Io bolow tE : Use ) if necessary. (For: tl and i ' II.) 

Minor Formulation Amendment to add 

Additional Sources of Inert Ingredient 

Section - Ill 
I II 

I 

R ~~· 
I I I I I '· P"'" 

Yes· v .. Metal 

No No Plastic 

•certification must L~~e.!~ NO poe ·y., .. No. poe Glass 
; wgt. wgl. ' Paper 

submitted I Other (Specify) 

I I I I • ,.,,,, R•t•l" 
5. ""'" 0 label 0 Container B On Label 

Oo l•b•lloo, ""'"ct 
6. '"""" 

i 1 Label is Affixed to Product I u 01"''· 
I 

II 

Section -IV 

t. Coot"tl ; 'ltom•' ' 
.. 

Nem• I Till• I (loct"'' A'", cod•) 
Christina Lewis & Harrison, Agent for tonics, Inc. >16 
122 C St"d I ~ ...... 

6. Dale, 
statements I have made on this form and all attachments thereto sue true, accurate and complete. I ' • 

I ! th~t ~ny knowingly false or misleading statement may be punishable by fine OJ imprisonment or both 
I~ law. '! • 

I '· . . J. Tille •• • . ·: ·:: •• • 
Agent for tonics, Inc. • • • 

•• • n •.. -~ 'M.~ 
5. O•to ::: • • • • • • I ~h

1

r~~~~a M. Swick, Lewis & Harrison April2t,2005 • • 
EPA F"m 8570·1 (R_,. 8·94) ; I l File CopYf I Yellow-. 

•••• • • • •• • 
-------------------- ---------------------
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J • 
,.,..,, Fo~ """ .. 

United St.1te1 § Registration OPP ldmtifi•r Number 

&EPA Environmental Protection Agency Amendment 296986 Wuhlngton, DC 20480 Other 

Application for Pesticide- Section I 
1. Company!f'roduct Number 2. EPA Product ~r a. Propond Cl•••lfioftion 

4. Comp•nyJProduct INime) PMI DNone D Ro1trict«i 

6. NMMI and Addtfll of Applicant t;,c~uM ZIP CothJ 6. Expedited Review. In accordance with FIFRA Section 3tc}l31 
lblli), my product is similar or Identical In composition and labeling 
to; 

EPA Reg. No. 

D Chd if W. bl an.w flddras Product Nama 

Section -II 

D Amendrn~~nt • &plain b.fow. D FiMI ptint«< label• In ruponN: to 

• D 
Attnov llmer deted 

Re•ubml .. ion In ro1ponn to Agency ~ttor dat8d •Me Too• Appllootion. 

D Notffioation- Expllin below. D Othw • Expllin below. 

Exp!Bnatlon: U•o ldditlcmlll pqol•llf noceenry. !For .. otlon I 1nd Soction D.) 

Section - Ill 
1. M1terlli Th&. Produat WD1 S. Peoho-d In: 

Child-Renlifltlnt PaokaQing Unit Packaging Wat.r Soluble P_.IIQina 2. Typt of ConiAilMr 

EJ .. - - v .. a Yoo §~w 
No - No No 

P!udo ., ... -.;;;.lion nunt If ·vn· No. per 1r•v .. • No. p01 ..... 
Unit Packqlng wgt. oontalnor Pookagtl Wgt oonUiner Othllr ISpoclfyJ 

IHJ aubmlttfld 

3. Locetion of Net Conterrte lnfomw~tlon 4. Sizel•) Retail Container 5. Location of L••l OirectioM 

o ....... 0 Container 
E3 On L..IMrl 

On Labeling eooompanvJng ptoduot 

6. Manner In Which Labtllle Affixed to Ptoduot = lithogr~h 0 """'' Peptr 21ued 
Stenci itd 

Section -IV 
1. Contact Point /CDmp/olo it.,. dir#ctly bMow for hhl!rificotion of indivldiHII I'D In cont.cr.d, If n•c-.wy, 1t1 pro cu. thh IIPPflcotitm.) 

·~· Tl"' Tfliephone No. Onoludo Aroo Code) 

•••• • • 
Cartlflcatlon 8. O-ft NPfioetion 

I certify that the etetemente I hove mode on thie fonn lind all 1ttochmente theroto ere true, occurate end comploto. Ml'""' 
I IIO!r.nowl.cip that ony knowingly folh or mlalqrflng otatomont may be punishlblo by fine or ~riaonmenflll":•: I$ tamped} 
both under cpplicet»e klw. • • •• • 

•• •• • 
2. Signet:uro 3. Tltlo • •• • • •• •• • ••••• •• • • .. • • ••• • 
4. Typed Name 5. Oeto •••• • • •••• 

• ••• • • • 
. . EPA Form 8570.' !Rev. 8-94) Pro~~tout ed1tklnl are obsolote • WNt. • EPA Ale Ca,y !original! Yolow- Applicant CollY 12



• 

PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS 

I ~rfliiJ~!C:!ll2f>~:. ThioJ form iG to be uMd for edl epplicaticm: fQt now rejjittratfon, end use rereljliltraticn, Jlltf'!Wndment. relt!Jbmitllion, to ollffl)lfc:atioru= 
!C: ootffiolltiol'lll, find printed lebollng, roregirtratlon, otc. In order to PtOOO$$ an application for e now reg:i•tretion eubmittod on this form, tl» 
toaowing rmrtoliel m.nrt eocOfTl)any ttt. app!ioation: 

1. c.rtifioation with Anract to Citation of Duo {EPA Fomt 8570..29). flf not exempttd by 40 CFR 152.th (b)l4ll: 
2. Ctlnfidentlal S~emcnt of Forrnute !EPA form 85704): 
3. Formulator'• fnmptlon Stst.ment !EPA FMm 8570.271; 
4. Avo~ of dreft lebtring; 
5. ThrH oople$ of any delta eubmktod; 
8. Authcrizetion lonM wheN appUoab!e; 
7. Mmkleo wlle,...ppt!eab!e, 

· of Labeling· Labeling should fi111t be tubmitted In tho form of dr•ft labfit with .a appliootiona for now reof•tratlon. Su.oh dt'oft labcal• ll'UIV 00 
m tM fonn _ _ ·~ lai:Htl toxt on 8.5 x 11 inch papor for eubminion or o f'I'IOOfwp of the propoaod lab.!. If prepared ftu JJUXlkup. It ohoukf be 

in o WfiV" to faoiiitato atorog• In an 8.5 x 11 Inch file. Mod:.up labolt clgnlfh:anttv ltl'laUer than 8.5 x 11 tnchoe: otwuld be mcuntod on 8.5 
% 11 lt1eh pep.r for eubmllrion. 
s.r..rn~&alen of Data· Date wbmittod In aupport of thla application mult ba aubmitted In accordanca with PR Notice ae-.5. 

SPECIFIC INSTRUCTIONS; Plaua road the inatructioneliatod below bafora completing thia epplication. First datannir» tho type of,.,,.,..,; 
action, lilted In Sleek A, fcr which you are cubmlttlng thiG application. For application. eubmlttod Ito connectJ•n with Now Reg~atratlon .ct~ons, Sactlone 

~~_Ill, tnd IV rntnt be com;»•tod by tho appiiC#nt. For epp~catione aubmined In connection with emondod n~raglstnltfon &Ctione, rawbmlulone, 
notificatlom, reragiatretiom, a to., So:ctione t. II, o:nd IV mun be campfeted by tile applicant. 
IUodt A. Chock tho llflproptiate ectlon for which you are 1ubmlttfno this form. 

I S!J;IIIQ~IIU · ~ Thia eoctfon mull be o0fl'1Plotod, os applieabla, for all ragiatrat!on eotlono. 
1. CornpMyiPfoduet Nurn&.r • Insert your Company Number. if one haG bean aulg!Uld by EPA. This OUTI'Ibor rn.ay fuM!, boen nelgn.d to you •• a 

bltllilc ntglstrant,. a cfigttlbutor, or u an ettabll;hrtant, If your product lo ragistored, lnaart thcl !"reduct Number. 
2. EPA Produet M.w.gu ·If known, fill In tMt nama and PM numbBt of tho EPA Product Manager. 
3. PrapOIUid Clahdfleatlcn • Sptocify tMt pro~ claeaifieatlon of thia product. 
4. Produet Name· Enter tho c~at1 product name of thi!il pHtlcide ee It will app•ar on the labd. Tha neme muat b. epadfW to thia produot only. 

Dupficction of n.me•l• not parmittsd among product.J of tha sam• company. Do not lrw:l~ any brand nama or compat~y lino dalgnations. 
5. Neme end Addroea of Appiooot- The name of tho firm or po111on ond eddrcee ehown In your opplioatlon 111 tho poreon or firm to whom tho 

regi.tu1tlon will be iaoued. tf you ata acting in behalf of another party, you muat .ubmit authoriurion from that party to oet fM thom In r.gietr11tion 
matters. An epplita~nt rwt r~Jddino in tha United Statoa mun haw on authorized egont residing In tho United Statol to oct for them In Ill 
regit.tretion nwner1. The namo eM eomploto mailiftg eddresa of ouch an aaOnt muet accompany thia spplicetion. 

6. Elq)edlled Ravklw. FlFRA •octlon 3 (o) 3 lBl provldeefor expedited review of ~cationo for tooJatretion, or emendmonta to flld#tlno .1 
tlwt are eimilar 01 identical to other P"tloida products that ate wn-ontly regirt11r.d with tha EPA. In order fot your appiie.tion to be~~ for A\ 
expoditod rc..Ww, you morrt provide Ul with tho EPA Regilrtration Number and product name of tho prOOuct you believe Ia lllmilar to I_, 
your product. Tho product mutt be similar ot idonticai In both formulation end labeled u..,.. 

SECT!Ofll! · Thie e"tlon rnu.t be eomp(otad for dleppliootlo~U~rubmittlld to OtiWid tho regi&tration onty of a wn.ntly ngi5tet'lld produot 
(Amllndmentl, foro raeubmiiRion In roepOfl$0 to en AgerM::y lottw, for notlflootion~~ to thcl Agency, for tha llll.lbml!loion o{ find prlntad tab.Ung, for 
rercGlstretlon and for ony othot e.:tion that t»rtains to • rpoelflc EPA-rnolst•red prf>duct. Th!o raootion Is .Qgi 12 U: unci fOf' o new eppUcation for 

1. Sub}ol:! of_aubrnkdCfl ·Chock tho applicable block and provkfo the Agency klrur dote if appropriote. Provide o brief uplel'l&tlon of the purposol•l 
for tha wbmisaion, JNeh as *tho addition of a dt•, pt.St or e~op ltpocl{y)•; •amend tho Confidentill Statement of Fonnulo by ••• "; *roregistretlon 
wbm!uJon•; •gconoretlabol rovili\ion of usa diroctlono.• Attach a eepareta pagolf &dditional ~ 18 needed. 

~~c&!d:!Qti'J!llll IP.tekaglng ond Contlrirwr lnform&tion)· Thla Section mull bo completed for ail epplieatk>M IIUbmltted in connection with now 
reg!ruation or q)pi.ia&blt 1m1ndmonu. 
1. Type of Pack1glng • Chack tho eppropriata block if your p1oduct will be s-;kaged in tlw Indicated poclua9ing type I. 

lndicete the 'Jtfl' 8'\P• individuml pa.cketa end number per retell oontoinsr, 
2. Type of Retalil<ltll\falner • lndicat(l type or cont&lnc-r In which product wm be: mstfl.etad. 
3. Location of Nft;tDintentl -Indicate tho location of tho net contenu inform~~tion for yowr product. 
4, Sb:alal of n.tea ~ · &pacify tha not contents. of all rotaU oontfliMfl fct your product. 
5. Location of u .. ,Pinoet!OM ~'t the location of tho uea dirct:tion• for your p1oduct, 
6. M~r In whlfi' lliol b afflr:,a to 'roduet • Indicated tho toothed product lab &lis attechod to retzit container. 

• • • 
IJV •• • -... 

i-5. Slitll-<ucplarvatorf. 
l6.- EPA Un Onlr••• • 

•••• 

•••••• 
~'fa: Section m!lilt be c0fl'IP1et.O fer elf applicetiont for Rtrogirtraticn mctione, !.G., new producht regictuHien, · .. : .. 

--------------------------------' 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

CHRJSTJNA M. SWICK 
LEWIS & HARRISON, AGENT FOR 
ION1CS, INCORPORATED 
122 C STREET N.W., SUITE 740 
WASHINGTON, D.C. 20001 

PRODUCTNAME: HYGENE 

April28, 2005 

COMPANY NAME: ION1CS, INCORPORATED 
OPP IDENTIFICATION NUMBER: 296986 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

• EPAFILESYMBOL: 35900-2 
EPA RECEIPT DATE: 04/22/05 

• 

SUBJECT: RECEIPT OF AMENDMENT 

DEAR REGISTRANT: 

The Office of Pesticide Programs has received your application for an amendment and it 
has passed an administrative screen for completeness. 

During the initial screen we detennined that the application appears to qualify for fast 
track review. The package will now be forwarded to the Product Manager for review to 
determine its acceptability for fast track status . 

If you have any questions, please contact Antimicrobials Division, Risk Management 
Terun 33, at (703) 308-6341. 

Sincerely, 

~~ 
Front End Processing Staff 
Information Services Branch 
Information Resources and Services Division 

16
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J Fee for Service j 

This package includes the following 

[]New Registration 

~endment ,, 
c_l Waiver Request and type 

... 
for Division 

0 RD 
~· 

0 BPPD 

0 100% 0 50% 0 IR-4 OMinor 0 Fed/state Risk Mgr. I 33 I 

,;pt Nos. S-

El This item is NOT subject to FFS action. 

Action Code: 

Requested: I I 
Granted: I I • 

Amount due: $ 

I D Voluntary Payment Request 

Reviewer:~~ 
Remarks: (use back tfnoododl 

ParenUChild Decisions: 

%Reduction 

FFS cover shoot revision 50 19



SUBMISSION BAR CODE # '] 7? ~ ';-.1 
CODING FORM FOR APPLICATIONS FOR REGISTRATION/AMENDMENTS 

FILE S'iMBOL/REG NO .,3,59 (}CJ!}-C) PM 33 ACTION CODE,. 3'</.S-

DESCRIPTOR -------------- FQPA_ NFQPA. __ 

[ } CHILD RESISTANT PACKAGING: 1 REQUIRED NOT REQUIRED 

REGISTRATION TYPE: 1 CONDITIONAL [ 1 UNCONDITIONAL 1 RESTRICTED USB 

DATE ON APPLICATION EPA RECEIVE DATE PM RECEIVE DATE • 
METHOD OF SUPPORT FORMULATORS EXEMPTION 

[ 1 CITE-ALL [ 1 SELECTIVE SUBMITTED [ 1 NOT SUBMITTED 
{ 1 NOT SUBMITTED { 1 N/A N/A 

REVIEW[S) REQUESTED DATA DATE DUE DATE 

PACK # SENT DATE RETURNED 

CHEMISTRY, ______ _ [ [ ][ )[ 

EFFICACY'-------J[ ][ ][ 

• ACUTE TOX. _____ _ )[ ) [ ) [ 

RASSB TOX. _____ _ )[ ) [ ) [ 

ENVIRON. FATE, ______ _ ) [ ][ )[ 

FISH/WILDLIFE, ______ _ )[ )[ [ [ 

OTMER, ___ '-------J[ ) [ ) [ 

STATUS'------------------------------

RESPONSE CODE ---- RESPONSE DATE ----

20



DP #: (316508) 

DATA PACKAGE BEAN SHEET 
Date: 02-May-2005 

Page 1 of1 

* * * Registration Information * * * 
Reglstrallon: 35900-2 ~ HYGENE 

Company: 35900 • IONIJ?S, INCORPORA:="TE=D'------------

Risk Manager. RM 33. Marshall Swindell· (703) ~341 Room# CM-2 308H 

Risk Manager Reviewer: ~o_f!l~-J~nkins ~:!_~~KIN~~---~----------.------~ ~ __ w. 

Sent Date: Calculated Due Date: 21-Jul-2005 

Typo of Registration: Product R~ls~t!_~l!_:__~~ 3 ~ 

Action Due: (~) F~_!J~£~~Nl_CAl; ---~----

Decision#: 356602 

Edited Due Date: 

Ingredients: !?72&01, Silver(1.05%) ------~-~-------------- _ ---~-----------~----~-------

• * * * Data Package Information * * * 

Expedite: Yea e No Due Back: 

DP lngrsdiont: 072501, Sliver 

DP Title: 

CSF Included: () Ye1 • No Label Included: 0 Yea e No Parent DP#: 

~lu;nedTo Daloln Date Out 

Adminiatralive Due Data: 16-Jun-2005 

Negotiated Due Date: ~.£/_ &.:!_,. 

Projected Compl-etion Date: ~-2/ _1!4~ 
Contractor Nama: 

* * * Studies Sent for Review * * * 
No studiea 

* **Additional Data Package for this Decision* * • 

Product Chemistry Review 
Action Code 345 
s. No. n7865, D. No. 356602 

No Additional Data Packages 

* * * Data Package Instructions * * * 

Adm Duo Data 07-21-05, Sci Due Data 06-21.05 
Please review and determine if tho lnklrmatlon submitted Is acceptable of add source of inert lngrsdient. 

21



• 
TO: 

FROM: 

THRU: 

• 
THRU: 

-~~-~-------------

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, DC 20460 

OFFICE OF 
PREVENTION, PESTICIDES 
AND TOXIC SUBSTANCES 

Antlmlcroblale Dlvlelon 

June 8, 2005 

SUBJECT: PRODUCT CHEMISTRY REVIEW OF: Hygene 

DP Bareode: D316506 
Manufacturing-use (] OR 

Reg. No. Or File Symbol: 35900-2 
End-use Produet (X( 

Marshall Swindell PM 33 I Portia Jenkins, Team Reviewer 
Regulatory Management Branch I 
Antimicrobials Division (7510C) 

Robert Turpin, Chemist ---g. .---(. 
Product Science Branch, CT Team 

Antimicrobials Division (7510C) ~Q/ { / l / /'\ 
Karen P. Hicks, CT Team Leader 1\LJtl,_j 
Product Science Branch 
AutimicrobialsDivision(7510C) &! ( 'J 05 
Michele E. Wingfield, Chief 
Product Science Branch 

Antimicrobials Division (75JOC) 

Product Formulation 
Active Ingredient( B) % by wt. 
Silver ......................................................................... 1.05 

BACKGROUND: The registrant has submitted an amendment to add alternate sources of the inert 
ingredient to the Confidential Statement of Formula (CSF) of the subject product In support of the 
amendment, the registrant has submitted tecbnical data and Material Safety Data Sheets of each of the 
alternate products. 

Page I of 2 
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J ' • 

FINDINGS: 

The alternate sources of the inert ingredient, activated carbon, are acceptable. 

RECOMMENDATIONS: None • 

• 

• 

Page 2of 2 
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7 
ALCO f'.LCO 

-..F"'lCHEMICAL 
a division ot National Starch and Ctwr:nipl CqmpGjny 

909 Mueller Orivc 
PO Box 5401 
CNttanooga, TN 37-400 
Phone: 423-629-1.405 
Fax .!123-696-8723 

.. 
• • • • • < • 

• • < ... 

TechnicaiJ~toEm~tion 

' . . . . AQUATREA J'® 
Polymers and Microbiocides for 

Industrial Water Treating 
----------------------------------------

ACCEPTED AQUA TREAT® DNM-30 

TB 5066 
7/21/00 

I Unciff me feoer.JIInsecticide, fllnplcicle, lfld 
Rodtnticic!e Act as ameru!ed, It~~ fie 
?e$bi:!Ce. tegistved uooer 

EPA REG. NO. 31910-2 

I 

EI'AReg.No . ..._:;r It:; it>_ o."'l 
ADDITIONAL USE PATTERN #1: 

SEAWATER COOLING TREATMENT 
(for marine use only) 

AQUA TREAT¢' ONM~30 is a highly effective antifoulant and seawater biocide designed to 
control the growth of microorganisms (bacteria and fungi) and barnacle larvae on shipboard 
seawater heat exchangers. 

DIRECTIONS FOR USE 

It is a violation of Federal Law to use this product in a manner inconsistent with its labeling. This 
product must no/ be used on any food or field crop or to formulate any product for use on any 
food or field crop. 

To achieve best control of Fouling, AQUA TREAT DNM-30 or seawaler cooling treatment 
should be applied to a clean system. If fouling is present, it is recommended that the system be 
thoroughly cleaned prior to its use. 

For best results, treat the system with 10 ppm of AQUA TREAT DNM-30 for 100 minutes every 
3-4 days. To treat al 10 ppm, feed at the rale of 3.88 pounds per 100 Ions/hr. (50.72 fl. oz. or 
1.5 liters per 100 tons/hr.) of system flow I ate. The frequency of dosing may be less, depending 
on the degree of fouling. 

AQUA TREAT DNM-30 is complelely soluble in seawater and can be conveniently fed directly 
from the drum or from a dosing tank. The best poinl offeed is as early as possible in the 
system, preferably b8fore any strainer or heat transfer surfaces. The most common point Is to 
dose the sea chest. 

tho..,. .... , ....... _..., 1'10 ..comm...Sol..._"'""" IWIIin""'- en.,.. .... ~- ... --10 1>t """""'" w"" ~"""'""' .,. ...... ~ """'-'"ICl' ta.....,. to -...yuu . ..,.. ...-goo""".........,.,.,..._ 
p.nno..,._.l>o<.,.. .. ng...,.p.""O<I..:I>"I .... _Io~- ...... _,ltmiO __ Iol,..._,~-lhO<tM,..,.,...,;,ol,_.,._.l>lo<t..ut,-•IU!Ira>lolct1t>o•I,_I"6JIO_..,_ 
h~....., ~ ..,.._..... TilE PRO{)O.JCU 01SCU$$E0 Ht:REIN .utt SOI,O 'MThOIII" NN WAIIRNI"TY ~TO r.IERCI·W-Il"BIUTY OR fiTNESS fOil" PAATlC\JlAR Plllli'OiiiE 011 ~ Onl£11 
WAAR..Un"Y.WII£$$EOOR11oo!PliEO .... __ ., .......... ,...,...........,...,_woo-..-. ... ~--bo.< . .wjodiO"""',._;•-....... _.....,.. .... ,-..... -___...., 
""•"""11~..........,,.,._._,,...,.101'10--.~ltlr-...touo~. ____ ""'..,..,._..,.......,..,.,..,.,.no .. o<•"-"'""t••...,.-PI'..,...,..,.~. 
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• 

PAGE 2 
ADDITIONAL USE PATIERN #1 

AQUA TREAT DNM-30 
EPA REG_ NO. 31910-2 

AQUA TREAT DNM~30 should not be fed to a system while the seawater is being drawn as make~ 
up for an evaporator or water maker. Eith~is!Jk\te.~e evaporator or shut it down while 
AQUA TREAT DNM-30 is being dosed an~lo(.ef 1Ml5t 30 minutes afterwards. . ' . . ' . ' . 

TYPICAL PROPERTIES 

ACTIVE INGREDIENTS: 
Sodium Dimethyldithiocarbamate 
Nabam (Disodium ethylene bis-dithlocarbamate 

INERT INGREDIENTS 
TOTAL 

APPEARANCE 

15% 
15% 
70% 

100% 

ACCEPTED 

SEP 2 8 11m 

u•«r fie f«<m!lns~Ciic:lde. ~. o1 
F.a<lt111tiae Ac1 ~s a.-nerl(led, !at nt 
~licld=. ~tgtstm~ oodtr 

'""'' No,-.r I "i'JO- .V 

AQUA TREAT DNM~30 is a clear, yellow-green liquid with a density of 1.175 grams/cc at 20°C 
(9.8 lbs./gal.) and has a characteristic sul.fur odor. 

pH is 10.5-12.4, and the product is completely soluble in all proportions in both fresh and 
seawater. 

PRECAUTIONARY STATEMENTS 

Hazards to Humans and Domestic Animals 

WARNING: Causes eye and skin irritation. Do not get in eyes, on skin or on clothing. All industrial 
workers applying this product must wear coveralls over a long-sleeved shirt and long pants, 
shoes, socks, and chemical-resistant gloves. During dilution, a chemical-resistant apron and 
goggles or face shield must also be worn. Harmful jf swallowed. Avoid contamination of food and 
feedstuffs. 

ENVIRONMENTAL HAZARDS: This pesticide is toxic to fish. Do not apply (or use) in estuarine 
oil fields where drilling fluids (muds) are discharged in the surface water. Do not contaminate 
water by cleaning of equipment or disposal of wastes. Do not discharge effluent containing this 
product into lakes, streams, ponds, estuaries, oceans or other waters unless in accordance with 
the requirements of a National Pollutant Discharge Elimination System (NPDES) permit and the 
permitting authority has been notified in writing prior to discharge. Do not discharge effluent 
containing this product to sewer systems without previously notifying the local sewage treatment 
plant authority. For guidance contact your State Water Board or Regional Office of the EPA. 
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PAGE3 
' ' ' ADDITIONAL USE PATIERN#1 

' ' ' ' ' ' ' ' ' ' ' ' ' ' ' ' ' ' AQUA TREAT® DNM-30 ' ' ' ' ' ' ' ' ' ' . . . . . . . 
EPA REG. NO. 31910-2 • . • ... . • 

• • • • • • • • ••• . .. . . . . 
STORAGE AND DISPOSAL : : • : •: 
1. PROHIBITIONS: Do nol conlaminale'waler, 'fo'od, or feed by storage or disposal. Open 

dumping is prohibited. 

2. PESTICIDE DISPOSAL: Pesticide wastes are toxic. Improper disposal of excess pesticide, 
spray mixture, or rinsate is a violation of Federal law. If these wastes cannot be disposed of 
by use according to label instructions, contact your State Pesticide or Environmental Control 
Agency, or the Hazardous Waste Representative at the nearest EPA Regional Office for 
guidance. 

CONTAINER DISPOSAL: 
(a) Reseal container and offer for reconditioning, or 

(b) Metal Containers: Triple rinse (or equivalent). Then offer for recycling or 
reconditioning, or puncture and dispose of in a sani1ary landfill or by other 
approved state and local procedures. 

Plastic Containers: Triple rinse or equivalent). Then offer for recycling or 
reconditioning, or puncture and dispose of in a sanitary landfill, or incineration, or if 
allowed, by state and local authorities, by burning. If burned, stay out of smoke. 

4. GENERAL: Consult federal, state, o,r local disposal authorities for approved 
alternative procedures . 

FIRST AID 
IF IN EYES 
•Hold eye open and rii1se slowly and gently with water for 15~20 minutes. 
•Remove contact lenses, if present, after the first 5 minutes, then continue rinsing eye. 
•Call a poison control center or doctor for treatment advice. 
IF ON SKIN OR CLOTHING 
•Take off contaminated clothing. 
•Rinse skin immediately with plenty of water for 15-20 minutes. 
•Call a poison control center or doctor for treatment advice. 

ACCEPTED 

IF SWALLOWED t.:•.du t";f federollllc«''tk!e. Fc:"{llclde. J!ld 
~.,.~~'XIdl At! as lmtD~. tor lit 

•Call a poison control center or doctor immediately for treatment advice. P!!'l.::io'e.rt9iswe~LT~Ger 
•Have person sip a glass of water if able to swallow. fFARto.No .•• :i/_9_ 1 o -..2. 
·Do not induce vomiting unless told to do so by the poison control center or doctor. 
•Do not give anything by mouth to an unconscious person. 
IF INHALED • 
•Move person to fresh air. 
•If person is not breathing, call911 or an ambulance, then give artificial respiration, preferably by 
mouth-to-mouth, if possible. 
•Call a poison control center or doctor for further treatment advice. 
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PRECAUTIONARY STATEME~tS ·. · 
Hazards to Humans and Domestic A~rrial;; · : 

WARNING 
Causes eye and skin irritation. Do not gel in eyes, on skin 
or on clothing. All induslllal workers applying this product 
must wear cover ells over a long-sleeved shirt and long 
pants, shoes, socks, and chemicalofesislam gloves. OtJring 
d'dut'lon, a chemical-resistant apron and goggles or lace 
shield must also be wotn. H.:umful if swallowed. Avoid 
contamination of food and leedStvfls. 

ENVIRONMENTAL HAZARDS 
This pasticide Is toxic to fish. Do not apply (or use) 'Ul 

estuarine oil liolds where dlllling Uulds {muds) are 
dischruged in the surface water. Do not contaminate watar 
by cleaning of equipment or disposal of wastes. Do not 
discharge eHiuent containing this product into lakes, 
streams, ponds, estuaries, oceans or other waters unless 
In accordance whh tho requirements ol a NaUonel Pollutant 
Discharge Elimination System (NPOES) parmi! and the 
permllting authority has bean notified in writing prior to 
discher{)e. Do not discharge effluent containing this 
product to sewer systems without previously notifying the 
local sewage treatment plant authO(I\y. For guidance 
contact your Stale Water Board or Regional Office altho 
EPA. 

AOUATREAT DNM-30 is a highly effective bactericide and 
fungicide tor use in controlling the grow1h ol bacteria and lungi 
lound in paper mills, drilling Uuids. secondary and ltr11ary 
pGtroteum recovery, tracturing Uuids, workovor and comptehon 
ltulds, flue gas desu11urizatiof'l thickeners, hydrocarbon fluods 
storage, beet sugar mills, and cane sugar mills. 

AOUATREAT DNM-30, in addition to being a bactoricida and 
fungicide, is a highly effeclive algaecide tor use in con!lol!ing 
the {lrowth ol algae, as well as bactelia and fungi lound in 
industrial recirculating water cooling towers, evaporative 
condensers, and air washars . 

STORAGE AND DISPOSAL 
1. PROHIBITIONS 

Do not contarllinate water, lood, or leed by ~torage or 
disposal. Open dumping is prohibited. 

2. PESTICIDE DISPOSAL 
Pesticide wastes araiOJ!ic. Improper disposal cl e~cess 
pesticide, Splay miJ!Iure, or rinsate is a violation ol 
Federal taw. 11 lhasa wastes cannOJ ba disposed ol by 
use according to tabol imotructions, contact your State 
Pesticide or Environmental Cont1ol Agency, OJ the 
Hazardous Waste Representative at the nearest EPA 
Regional Office lor guidance. 

3. CONTAINER DISPOSAL 
{a) Reseal container and offer tor reconditioning, or 
(b) Molal Containers: Triple rinsa (or equivalent). 

Then offer for 1ecycling or recond'ilioning, or 
puncture and dispose olin a sanitary landlill or by 
other approved state and local p1ocoduros. 

Plastic CPntalners: Triple rinse {or equivalent). 
Then offer for recycling or reconditioning, or 
puncture and disposo of In a sanitary landfill, or 
incineration, or, If allowed by state and local 
aulholitios, by burning. II burned, slay out ol smoke. 

•. GENERAL 
Consult federal, slale or local disposal aulhorities lot 
approved alternative procedures. 

AQlJATREAT® DNM-30 
!\<;T!V~ INGREDIENTS 

~-i".iium Oimethyldilhiocarbamate... 15% 

N<ibam (Disodium Ethylene 

Bis-dithiocarbamate) 

INERT INGREDIENTS ... 

TOTAL 

ACCEPTED 
S£P 2 8 2IJOIJ . 

-·· ----··--·"- ... ----

" ured by; 

ALCO CHEMICAL DIVISION 

15% 

70% 

100% 

National Starch •nd Ch•mlcal Company 
909 Mueller Or. • P.O. Boa 540\ • Chattanooga, TN 37406 

423·629·1405 
FAX 423·698-8723 

E.P.A. Establi5hmont No. 31S1~TN-1 
E.P.A. Roglslrottion No. 319\G-2 

Net Contents; LIQuid 
Sea Markings on Topol Otum lor Net Waigh\ 
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Cooling Towers ond 
AlrWcshors 

DIRECTIONS FOR USE 
If Js • OOI.JtJon of Federal Law t> 1M rhls ptriOJct In • f'MIII)6, 

hconslstonr with Its tatw~g. 

This prodUCI must not be used 0t1 any food Of f~eld crop or 
\o IOfTTIUiate anyprodt.d lorl..lSe Ofl any food or field crop. 

51!(1 Technical Data SN!et(s) for additional use panem($), 

INDUSTRIAL RECIRCULATING WATER 
COOLING TOWER AND 

EVAPORATIVE CONDENSERS 
Dosage tor industrial recircvfating water cooling 
tower or evapora1ive condensers will depend on 
the condition or the system prior to treatment 
initiation. Systems which are Heavily contami~ 
mlled should be cleaned lir.sl Apply AOUATREAT 
DNM-30 to the clei!ned system or vrhen growth is 
lirst noticed, according to the tol!owing schedule: 
INITIAL DOSE: Apply 13.06-43.60 ounces o\ plodUCt 
per each tOOO gallons ot water in the system (120-
400 ppm). This dose may be repeated once, twice 
or lhree times weekly or a$ required to control the 
growth ot slime-forming organisms. 
SUBSEQUENT DOSE: When microbial contro(is 
evident add 2.18-4.36 Uu"1d ounces ol AOUATREAT 
ONM-30 per tOOO gettons ol water (20-40 ppm} in 
the system every three d.;;.ys or as needed. 

AIR WASHERS 
In treating air washer sysrems preclean by intro
ducing a suitable delergent solution into the 
system and atlnw air washers to run with tan oil 
tor two hours. Check aU nozzles and mC"nually 
clean !hose that are plug§ied. 
Feeding: AOUATREAT DNM-30 maybe led directly 
!rom the drum or dilutl!d with waler and fed by any 
sui!able ll!ed system. AOUATREAT ONM-30 should 
be dosed ditec!ly into the sump or basin or any 
other location where good distribution can be 
assured. 
INITIAL DOSE: Apply 13.06-21.80 ounces ol product 
per each 1000 gallol'ts ot water in tho system 1120-
200 ppm). l"otii~~t dose RillY be: repe:ated once, twice 
or three limes weekly or as requ\Uld to conttolthe 
growth ot slime-forming organisms.. . 
SUBSEQUENT DOSE: When mtcroblat control Is 
evident add 2.t8-4.36 nuid ounces of AOUATREAT 
ONM-30 per toOO gallon:s of wafer (20-ta ppm) In 
the system every three days or as needed. 

?'7J 
Drilling Aukls 

I 
Secondary and Tertiary 

OD Rflcovory 

DRILLING FLUIDS 

AOUATREAT ONM-30 is a highly ellecllve micro
biocide tor ~e in controlling growth ollungl and 
bacteria found In watet based drilling muds. It is 
especially useful in muds containing starches, 
Xanthanate gums, and wood sugars. The uncon
trolled growth of these tungi and bacteria can 
cau:lie ii"K:reased corrosion, undesirable odors, and 
degradation of the drilling mud, especially !luld 
loss properlles. 
AOUATREAT DNM-30 is used at the rate of 1 to 5 
gallons per tOO bbl. or mud. (0.02% to 0.1%). It 
can be used direclly from the shipping container 
or pre-diluted with water. It can be put in thtough 
the mud hopper or added to the pump suction. 

SECONDARY AND TERTIARY 
PETROLEUM RECOVERY 

AOUATREAi DNM-30 is a highly e\leelive micro
bioe'lde lor use in controlling the growth ol !ungi 
and bacteria tound in secondary and tertiary 
petroleum recovery waler\lood systems. 
AOUATREAT ONM,30 can be iniected directly \rom 
the shipping container. It should be thoroughly 
mixed into the produced watl!r. tresh or salt water 
or commingled wa!er or the secondary or tertiary 
oil recovery watertlood syslem~ lor elteclive micro~ 
organism control. It m2y 21so !:e dilutl!d with w~ter 
for iniection . 
AOUATREAT ONM-31) is used ;;t the rate of t pint 
per tOO bbl. ol water tor !<rowth inhibition ol 
Bacmus Cereus and Oesultovibrio desullurlcans and 
t. t to 1.6 gallons per tOO bbl. or water tor hetero• 
tropic bacteria including Pseudomonas. It is elso 
el\ective against many lungi such as Aspergillus, 
Penicillium and Trichodl!rma ""'' the 1 pint per tOO 
bbl. ol water. 

FRACTURING FLUIDS 
AOUATR£AT DNM-30 is a highly effective mlcrobiocide 
lor controlling the growth or baclfria in lracturing tluids. 
The application rates are 0.6 t to <:.31bs. per 1000 gallon$ 
ollracturing lluids. AQUA TREAT DNM-30 may be add· 
ed end premixed prior 10 the fracturing operation or may 
be added directlytrom the drum to the blender during 
the operarion. 

WORKOVER & COMPLETION FLUIDS 
AOUA'rREAT ONM-30 is a highty effective micro biocide 
fo( use In controlling the growth ot fungi and bacteria 
found in water based workover and completiOn fluids. 
AQUA TREAT ONM-30 is used at !he rate of 1-4 quarts 
per tOOO gallons (0.025%.(). tOO%) of woti«>ver or oorn
pletioh Oulds. 

·-f %2 ~-__..1!!50'.:c'-1"!! .. 
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FLUE GAS DESULFURIZA liON 
(FGD) THICKENERS 

(NOT APPLICABLE IN CAUFORNIA) 
AOUATREAT DNM-30 is elleclive in controlling 
anaerobic bacrerla (SRB's) in llue gas desullurizalion 
(FGD}Ihickeners. 
AOUATREAT ONM-30 is melered dlreclly lo !he 
thickener center well. II is fed al !he rate ol SOlo 500 
ppm ol product on a frequency ol alleasl once per week 
or as tequirod. 

HYDROCARBON FLUIDS 

AOUATAEAT ONM-30 is a h~hly efledive lungride and 
bacrelicido br use in fuel oil (No.2 oil, inlormediale fuel 
orr and No.6 o~}. lubricating oil and hydraulic fluid$ in 
marine environments. 

AQUA TREAT ONM-30 is applied ini1ialy ala level of 2.3 
pinls per 1000 gallons ol contaminated liquid (300 ppm 
by weighl), Subsequent dosages may be decreased once 
lhe eonlaminanls have been brought under control. ·: ., 

PAPER MILLS 
Dosage will vary !rom 0.1 lo 2.0 pounds {O.Q.4 to 
0.81 quarls) ol AOUATREAT DNM..JO per !on ol 
finisned paper depending on lhe type ol stock, 
comple:.ity or !he system, qua lily of raw walor, and 
type and degree ol conleminalion. 
FEEDING: AOUATAEAT ONM-30 may be drip f«M! 
continuously kom lhe drum or led by suitable 
chemical pumps such as adjustable propor11onlng 
lypes; variable speed, positive displacement types; 
or by !he reciprocating type. This product should 
be led as early as possible in the syslem al such 
points including !he hydropulper, machine chest or 
broke system, 
AQUA TREAT ONM·30 can be used lo control slime on 
machines which can make paper and paperboard lor use 
in load packaging. 

BEET SUGAR MILLS 
AQUA TREAT ONM-31J should be led direc!ly Into !he 
pulp press wafer during sugat extraction ol beets lo keep 
equipmenrlree ol baCierial slime deposits; II is lobe us· 
ed all he rate ol tQ.20 ppm ol raw beels sliced, and fed 
continuously wllh a metering pump. A portion ol !he 
AQUA TREAT DNM-30 may be fed inlo o!her streams 
entering the diffuser each a! a minimum rale ol 4 ppm. 
The maximum lola! rate of an streams lo be fed is 20 
ppm. Aefef" lo Composite Table 1 for the proper dosage 
in millili!ers and ounces ol AOUATREAT ONM·30 1o be 
used per minule. 

CANE SUGAR MILLS 
AOUATAEAT ONM-30 is e liquid which should be 
led direclly lnlo fhe cane juice so that fhe treated 
juice circulates to all parts ol the mlll!andem. The 
point or points okaddition will depend on m)ll 
design. Frequently the dosage will be splil between 

·~-·~·-----------

Sugar 6 l 6 

!he crusher juice and iuice from tho last mill. The 
besl add ilion point is ro the juice which is circulated 
back to !he crusher !rom the first mill. Do nof 
add !his producl lo lhe maceration water. 

AOUATREAT ONM-30 should be led continuously 
al lhe rare ol 10-20 paris ol producl per million 
parts ol cane ground per day. 10 ppm or producl 
Is !he slandard dosage. This may be raised up lo a 
maximum ol 20 ppm, il necessary. Condillons 
warranting, some increase .would be warranted 
when grinding cane damaged through freezing, 
poor weather or delays belween cutting end grind· 
ing. See feeding directions which follow. 

Proper feed ol AOUATREAT. DNM-30 is best 
obtained !hrough !he use ol a chemical feed pump 
$UCh as rhe adjustable proportioning lype: !he 
variable speed, posilive displacement type; or !he 
reciprocaling type. The required dosage will de· 
pend on lhe average daily rela ol cane ground. 
Reier lo composl!e !able I lor lne proper dosage In 
millililers and ounces ol AOUATREAT DNM-30 lo 
be used per minure. 

Do not e~ceed Iced rare d 4 gallons (39.2 poundS) ol 
product per 1000 short Ions ol cane ground per twenty· 
loor hou!S 

The use of AQUATREAT ONM-30 does no! replace 
good housekeeping. This should include reourer 
cleaning al least once per shill. Regular hosing 
with hoi wafer and sleam of mills, bagacillo con· 
veyors. and screens !s essential lor maintaining 
ef!icienl control ol microbiological slime and 
sucrose losses. 

COMPOSITE TABLE I 
SHORT TONS OF Rale ol Feed ol AQUATRE.AT Ot!M-30 
CANE GROUND 10 ppm 20 ppm 
OR RAW BEETS 

SUCED PER OAY mlfmln oz/mln mVmin 
1,000 5.5 0.186 11 
2,000 11.0 0.372 22 
3,ooo 1a.s o.ssa 33 
4,000 22.0 0.744 44 
5,000 27.5 0.930 55 
6,000 33.0 1.115 66 
7,000 38.5 1.301 77 
8,000 44.0 1.487 88 
9,000 49.5 1.673 99 

10,000 55.0 1.859 110 

ozfmln 
0.372 
0.744 
1.115 
1.487 
1.859 
2.231 
2.603 
2,974 
3.347 
3.718 

For Chemical Emergency 
Sprtl, Leak, Are, Explosive, or Accident 

Call CHEMTREC ~Day or Nlght 
1·800-424·9300 

Seller makes no warranly, expressect or implied, 
concerning !he use of !hfs producl olher !han 
indicaled on lhe label. Buyer assumes all risk of 
use and/or handling of lhfs malerial, when such use 
anctlor hanctling is contrary to label instruclfons. 

""' 
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DECISION PKG. NO. 3:S')S'(j.:'7;!, 

SUBMISSION BAR CODE # ?S.--'3'/s"C:,-
SUBM. DUB DATE .S ""; 0 ;J ; cl,Y 

REVIEWER?. ,y=......, (i:: ~ 

CODING FORM FOR APPLICATIONS FOR REGISTRATION/AMENDMENTS 

FILE SYMBOL/REG NO. iS b'J 00 - d PM 33 ACTION CODE 30;::)., 

DESCRIPTOR ----------- FQPA __ NFQPA __ 

41' [ ] CHILD RESISTANT PACKAGING: [ ] REQUIRED NOT RBQUIRBD 

REGISTRATION TYPE: [ ) CONDITIONAL [ ) UNCONDITIONAL ) RESTRICTED USB 

DATE ON APPLICATION EPA RECEIVE DATE PM RECEIVE DATE 

· o 1 1 a r 1 oy 

METHOD OF SUPPORT FORMULATORS EXEMPTION 

CITE-ALL SELECTIVE 
N/A 

SOBMIITBD 
NOT SUBM.IT'I'BD N/A 

IIEW[S) REQ~STED DATA 
PACK# 

DATE 
SENT 

J [ CHEMISTRY ______ ! [ _____ . 

EFFICACY: ______ ) t._ ___ _ J [ 

ACUTE TQX. _____ ) [ ___ _ J [ 

RASSB TOX. ______ .J [ ____ _ J [ 

ENVIRON. FATE: ______ ) [ ____ _ J [ 

PISH/WILDLIPB: ______ I [ ____ _ I [ 

OTHER, _______ ![. ___ _ I [ 

DUB 
DATE 

[ ] NOT SUBMITTED 

DATE 
RETURNED 

)~ 

• 
J [ 

J [ 

J [ 

J [ 

) [ 

I £ 

STATUS ___________________________ _ 

RESPONSE CODE _/:._7:.__ RESPONSE DATE liAR 1 8 11ill' / 
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CIENCE DIVISION BRANCH SECTION CSF LABEL 
'ROUP Y/N Y/N· 

l!EMISTRY AD EASSB CTT 

:FFICACY AP l!ASSB l!l!T 

•CUTE TOX AP EASSB CTT 

liSK TOX AP RASSB TEAM l 

lXPOSURE AP RASSB TEAM l 

SNV. FATE AP RASSB TEAM 2 

?ISH/WILD AP RASSB TEAM 2 

INSTRUCTIONS • INCLUDE MRID#S 

INSTRUCTIONS 

• 
• • 

INSTRUCTIONS 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

Lewis & Harrison, Agent for 
Ionics, Inc. 
c/o 122 C Street, N.W. Suite 720 
Washington, DC 20001 

Attention: Christina M. Swick 

Subject: HYgene 
EPA Registration No. 35900-2 
Amendment Application Dated: January 28, 2004 
EPA Received Date: February 2, 2004 

MAR 1 8 2004 

., 

·' 

This will acknowledge receipt of your letter dated January 28, 2004, submitted in 
connection with registration under the Federal Insecticide, Fungicide and Rodenticide 
Act, .is amended, in response to PR-Notice 2001-1 "First Aid Statement". This 
information is acceptable and will be placed in subject product file. 

I• 
If your have any comments or questions concerning this letter, please contact me 

at 703-308-6341 or Portia Jenkins at 703-308- 6230 

Sincerely, 

Marshall Swindell 
ProductManager(33) 
Regulatory Management Branch I 
Antimicrobials Division (7510C) 

~~~::::::::~::::::~::::::~~<2~~ .. ~·~~~·:::::::;:::::::;::::::::;:::::::: 
fYMGOL 

-··············· ··-···-······--- ················· -·-·- ·- ·---·· ··- ....... ··~--··-······ ·-··-·-···· ··--·-······- -----........ ~....... ················· ...........•..... ··-··-····-·· ................ . -·····-······· ···--···-··- ·······---DAT& 

EA\ Form 1320-1A (tJDO) OFFICIAL FILl! COPY 45



• 

• 

46



*Claimed confidential by submitter*



*Pages 48-50 Product ingredient source information may be entitled to confidential treatment*



• 

.FQPA 

• 

REVIEWER/([ "'8)'-~111 11/{ 
• 

iiUBM ISS I ON BAR CODE ~ S k / 3 9' 6 ,;z__. 

• . . I 

CODIHG· FORM [Qp. ?>.?PT·!CATl'QNS FQR REG!_STR•.T!ONL.'l-"!ENDMEN'I:S 

FILE SYMBOL/REG NOJS'9ad-,W PM .33 ACTION_ CODE 3 {, ,;{_; 

DESCRIPTOR · p fill' 1?' fl. /r:t 

.[ I ·CHILD' RtS1ST1IJ'I'rPACKAGlNcrr ·[· J CER'HFfc:A"''ION--
[ I NON-RESIDENTIAL USE ONLY 
[ l NOT APPLICAB.LE 

. 
REGISTRATION TYPE: [ ") CONDiTIONAL 

• ~OPOSEO ~SIFICATIOH: f. ) GENERAL 

[ I UNCONDITIONAL 

[ I RESTRICTED USE 

DATB"ON.APPLICA~ION 

l·t1t I.'J . .a I.; .:z- I 
~ MEI11~SB~M'-, 

• • • 

EPA RECEIVE DATE-

I·JJf 16 sl o.tl. 
'I• .._:. ~ 

. . 
-1'M :RECEIYJ! :DA'l'l!.-

1 d.t I JE oil. 
~E~ ..... .. 

.. [··-l 1:1TE-ALL -t---l-SUBMiriED . · : : 
[ .. ] .lim' .SllBHI.ITIIL~ ••. 

-~· . --· .... 
[ ].. SELECrtVE..:. 
[ ·t NOT· SUBM'i TIED 
[ ] IIO'l''" APPLI CABLr· 
[ f INCOJORECT /RESUB. 

. . ..... --. 

. [ ] NOT APPLICABLE. 
[ ] INcoAAEc::T/RES!IB ... ·-~ 

) . . 
••• 

REVIEW (S) REQ~.!>n:p_·_ .DATA Il'ATE DUE DATE· 

• : , • .' • ;=·!:...A_c_x-_1_-;-_s_E~n"""..,...-.;--IW-'I'B'..,...· ·-.,..· RE_:_ru_mn __ esn_,. • . 
··c~-. . r----+----~----+---_,· .. EFFICACY 

TOXICOLOGY 

• 

ENVIRON,· FATE 
~----+------+----~r-----~ 

FISH/WILDLIFE 

.• 

· . 

• .. ! 

. ·: 
,, .: .. 

OTilER._-"---:-----

STATI:lS·-~-------------,.-,;--,---~-
"' . 

HAY· 2 I 2002 
·!=.::S?ONSE OATS: 

• 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

Ms. Christina M. Swick, 
Agent for lorries, Inc. 
Ionics, Inc. 
3039 Washington Pike 
Bridgeville, PA 15017 

WASHINGTON, D.C. 20460 

Subject: HYgene Bacteriostatic Water Filter Media 
EPA Registration Number 35900-2 
Your Submission Dated April3rd, 2002 
EPA Received Date April3"', 2002 

Dear Ms. Swick: 

MAY 2 I Z00Z 
OFFICE OF 

PREVENTION, PESTICIDES 
AND TOXIC SUBST~~CES 

The amendment referred to above, submitted in connection with registration under the Federal 
Insecticide, Fungicide, and Rodenticide Act (FIFRA), as amended, to add the alternate suppliers 
for the inert ingredient, activated carbon, for the basic formulation, and add an additional supplier 
of the active ingredient, is acceptable: 

• • 
Basic formula 
Data Matrix 

Acceptable Data 

The basic Confidential Statement(s) of Formula dated April I 51,2002, is acceptable. 

General Comments 
Should you have any questions concerning this letter, please contact Karen M. Leavy-Munk at 

(703)-308-6237. 

Sincerely, 

ars mil Swindell 
Product Manager 33 
Regulatory Management Branch I 
Antimicrobial Division(75IOC) 
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o EPA 

Ionia, Inc. 
3039 Washington Pike 
Bd<jg"•mo,PA 13017 

United States 

Environmental Protection Agency 
Washington, DC 20460 

0 Registration 

rzl Amendment 

OPP Identifier Number 

287810 

f i 
(b)(l), my product is similar or identical in composition and labeling 
to: 
EPA Reg. No.----------

Product Name-----------

Section -II 

Amendment- Explain below. Final printed labels in response to Agency fetter dated __ _ 

Resubmission in response to Agency fetter dated----

if necessary. 

Formula Amendment- Revised Basic Formula 

Yes• 

No 

II 

"Certification must Unit Packeging wgt. 

submitted 

; 
0 label 0 Container 

6. Manner in Which Label is Affixed to P1oduct 

Section - Ill 

Section -IV 

Agent for lonlcs, Inc. 

I have made on this/orm and all attachments thereto are true, accurate and complete. 
any knowingly false or misleeding statement may be punishable by fine or imprisonment or both 

Agent for lonics, Inc. 

April 3, 2002 

Metal 
Plastic 

Glass 

Paper 

r. 

Other (Specify) 

• ••••• • • 
{Stamped) •• 

••••• • • • • •••• 
• ••• • • ..... 

•• • • • • • •• 
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PU"u• 
• ,,. ,, """No. 

United Stat" § Registration OPP ldon1ifilr Numbw 

&EPA Environmental Protection Agency Amendment 287810 W•hlngton, DC 10410 Other 

Application for Pesticide • Section I 
1. CompenyiProdwt Number 2. EPA Produot Mmagat J, PropoMd Claulf'loatfon 

4. Compllny/PfOdUot (N.,..) PMr o- 0 Rntricated 

15. N.,. end~ of~~ ZJP~ftl 6. Expodhod Rovlow. In """"'7-•FIFIIA Soctlon 31cll3l 

oCh .......... __ \ 
(b)(Q, my product lllimUar or Identical composition and labeling 
to: 
EPA Reg. No. . 
Product Name 

. 
Section ·II / 

D ......................... w. .\ o--~m-~ D Agenoy lotte etod 

~ """""""''"In-~ • ......,,..,,. ..... •Me Too• MUon. 

Notlfioetlon- Explllin Mlow. \ 0 ""-;,t;;,.."" bolow. 

Explanation: u .. llddltloMI pegelol tf neoMUrf, 

·~-"\""'""·'/ 
I 

S,Ctlpn • Ill 
1. Mnrflll nw Product Wll a. PMlaoed In: 

Child-Roelotant Paoblglno Unit Pactaglno 

I §?\-- 2. Type of Contelnor 

Er .. · - Yn §-No 
- No 

...... 
Gl'" 

~IIIU$t 
tt•v .. • :r- tf ·v .. • \No. per P"f,,or 
Unit Packaging wgt. Paokege wgt oontlilner Other !Specify! "" 

3. LocOlion of Not ContiJftte lnfonnation f Size{ol Rotall Contelner \ 5. Location of Label Di.,.o1iono 

o ...... Oeon.., ... BOn ...... 
On Ubdng .sooompanvino produot 

8. Manner In Whloh ....,_. Ia Affixed to Produ1 = llthogreph L..l\ Pap•rf.u.d 
Stene itd 

I Section ·IV \ 
1. Contoot Point {~to h.,. tiinctt/ billow for identllic.tion of Individual fo be eon teetH',. ~niiC&Nary, to pro a- W. ~tion.J 

N- I Totlo \ Tidephone No. (tncludo Are• Code) 

• •••••• 

CortHicotion :~ '-"D¥• ~pplioldon • 
1 oortlfy that thtl ototomentt I hllvo mado on thla form and all attac:hmonta thetoto ere trul, occurot compfote. - •••••• • • .. 
1 ocknowUdgo tNt llnV knowingly fain or milleeding otet~ment n'IIV btt puniaMbll by fine CH" irnpri•o nt w IStamPt~l •• 
bath under oppltcable lew. • • • ••••• 

2, Sionotur• 3. Title '· •••• • • •••• .. • •• • 
4. Typed N&rM 15. D.u. • •• 

EPA Fotm 8570..1 fRov. 8-941 Pre\1\ouo ecfltlono are obsoleto. v .. ow -Applicant Copy 54
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PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS 

PAPERWORK REDUCTION ACT NOTICE: Public reporting burden for thlo ooliocllon of lnfonnation io eatimated to IIVerage o.as hcn.ir per 
rnponu, including time for re..;.wing inatruodoolt, uerching exietlng dot. aourcn, gathtnlng and mainullning ttMI data nHdod, and comphtting and 
reviewing the collaction of information. Sond·ciJftWIWI'f'tll tegardlng thl btlnHn afllmeto or any other oapect of thie collection of informetion, inc:ludiF!f 
tug~riol\8 for ritdUdllQ thle burden, to Chief, informlitlon Pelley Bfanoh, (2138), U.S. Environmental Protection Aganoy, 401 M Strut, SW, 
Wolhii\(Jion, DC 20460. 

INSTRUCTIONS; Thl• form le to 1M uoH for Ill appli041tlo1U for Mw regiotredon, end uea rer.tretion, anwndmont, reaubmitlelon, to IPfJiic.tiona 
for notifioedons, fiMI printod lllbeling. rer.giltration, ate. In ord., to proce" en ~plication for a m~w rogittradon llUbmittod on thle fonn, the 
following rneton.f mutt aoCOf't'IPMY the CIPfictltion: 

1. Cmifioation wUh RHJ~eot to Cftll11on of Daul (EPA Fonn 8670.29}. llf not UINT!ptt>d by <40 CFR 162.th (b) (41}: 
2. Coftfihntl.t St.tement of Fonnule (EPA Fonn 867CH); 
3. Fonnul~or'• &.mplfon St.tem.nt (EPA Form 8570.27}: 
4. Aw oopln: of draft i.uting; 
5. ThrH oopiM of any d.t. lll.lbmltted; 
e. Authori.z.lion .. ttw w'*'- ..,.,Ocebl•; 
7. Mltrio" wb.r. tlppfiuble. 

Subm~ of L..HIIng • Lab.Ung 1hould firat ba IUbmlttld In thl form of drift labll1 with allt~pplicartiorw for MW fllgiltl'adon. Suoh dr.tt WI .. • may ba 
in tfw fonn of ~ 1..,.. tm on 8 .IS x 11 lnoh ~ for .ubminlon M • mockup of thl prCIJ)OHd t.bai, If Pf~PMed for rnookup, It lhould ba 
conatructad In a way" to f.cilhata atoroge in en 8.5 x 11 inch fila. Mockup Iabeii algnlficantiy arneliar then 8.5 x 11 inche• 1hould be mountld on 8.5 
x 111nch ~r for IIUbml•alon. 
Subtrliulon of Dati • Data aubmittad in filll90rt of thia application mu1t be •ubmittad In accordanco with PR Notice 86-S. -

SPECIFIC INSTRUCDONSj PI••• read thl inatructiont: lilted below before Compl1ting thi• epplication. Firat datcumint thl type of utgiatratittn 
Ktion, lilted In Block A, fof which you aro submitting thi• application. For appllcatfona 1ubmittad In connactlon with New Ragi•Ua1ion .ctiona, Section. 
I, Ill, ond IV muat ba complatld by the applicant. For appllcatlona •ubmittld in connection with amondad raragl•trlltlon aottona, reaubml•llona, 
notificatlona, raragilttationa, ato., S•ctlona I, II, and IV muat ba complatocl by the eppllcant. 
Block A· Cheok thl ..,propriata action for which you ora aubmlttlng thll form. 

SECTION I· T1W 11ot1on mu•t bel OQmP!ottd, .. epplio.tlla, for Ill ragiltration aotlona. 

1. Compeny/Produc:t N~r •lnurt your Company Numbllf', if ona hu bnn utignod by EPA. Thla numb., may haw baan o11ignad to you u a 
butc ragimam. a distributor, or u an e•tabli•hmant. If your product II ragi1ter.d, inaan tb. Product Numbar. 

2. EPA Protklot MMIJII • If known, fl!lln tM nam. ond PM nurnbet' of thl EPA Product Manager. 
3. Prop-d Cluelflcatlon • Sp•oify tn. propo .. d daatificotlon of thie produot. 
4. Product N•rN • Ent.r tM oompl•te product nam. of ttU putiolda ult wiU app~~ar on thl i.tl ... The nama mu•t bel epeoiflo to thl• ptocluct only. 

Duplicdon of namu II not p.rmitted amona.producu of the nmo company. Do not inc!~ IUI'f brand tllllntl or compeny line dMign.tioM. 
5. N-and Acl*- of Alplc.nt ·Tho ,_..,.of the firm or peraon lind eddre .. •hown in your .ppticltion Ia the plh!On or firm to whom thl 

rogi1trelfon wiU bel iesuod. tf you ate acting in behlslf of another petty, you muat submit euthorl:retion fromthcrt p.rty to oc:t for tMm In regimotion 
matter.. An IIPPiioant not rl'f.iding in the United Stat" muat t..va an authorized agent raafdlng In thl Unltod Stot" to act tor thom In 1111 
ragi•tration 11111tters. Tho name ond complete mailing flddrea of auch an 8Q41nc mu1t aocompony thi• application. 

6. Expedited Review· FlFRA "ction 3 (o) 3 (B) provklu tor expedited ra\rfow of appfiutionl for ragimotion, or amendmonts to axi1tlng raglstratl. 
thet era llimil11 or id•ndoll to othlr paltloida products that era ourrontty ra;latorad with tM EPA. In Ofder for your III)JIUcetion to bo eigible for 
axpHit.d r•'vf•w, you mu•t provide us with the EPA Reglotratfon Numbll' and product nerna of tha product you believe Ia lknllat to M ld.,ticaf to 
your product. The product mu~ M elnVlar or idanticllln both fonnula11on and lllb .. od ua~a. 

SECTION II • Thia Hollon must ba oompllted for all IIC)plicati- aubmittad to .,.nd the ragi1tradon only of a oulftndy ~1t1r.d product 
(Amendment), for a roiUbmlllllon ln rnponM to an Agency lottw, for natifleatioiUI to the Agency, for thl oubmi11lon of final printld 1-.Nng, for 
rerogimation and for eny other aadon thet p.rt.IIIM to a specific fPA·!!gl•ttrtd oroduct. Thl• aactlon It I!21l!t I!! u•ld fM e flOW application for 
ra;iatratlon. 
1. Subject ot,1ubrNNion • Chick the epplioabla block W provide tho Agency letter data if epproprieta. Provide a brief aiQ»IMdon of tho purpo .. (l) 

fOf thl submiu(~IUch" •the addition of a lite, put or Ofop (lpooify)•; •.,.net the Confldantial Statement of Formula by ... •l •roraglsuation 
.ubn'VH!on•; •p"fC1!ab.t ravltion of u .. diraatioM.• Attach a Hperote pogo If ltddiUonal ~acelfl noMad. 

SECTION IIIIPockoging and Container lnfomunion) • Thla Sactlon muot ba compietod for all applioetione oubminad In oonneotion with new 
ro(listralion or appii•atne ~~m~ndmanu. 
1. 1)H t.r faotaglnt~ Cn.ok tha IIPPropriota block if your product will ba pod:qad in the indiceted pock.ltging typoa. 

lttiicata the li:r(ot.,thll}ndivldual piiCkats and numbor .,.r retail oontelner. 
2. ~tt.tall o-n..., •Indicate 'VIM of oontalner In which product will ba mofkatad. 
3. of ,..t eonwn. • indioata the location of U11 not oontantelnformotion for your product. 
4. SIMWIIII Ratall Container· S,.oofy thl not oontents of ell retail oontelntf'l for your producL 
5. ~ U.. O.,ctloM •lndiceta thllocatfon of thl u" dlr•ctiono fOf your produot. 
8. Mannw In whldt Nwl• affixed to product· lndlcMttd the m.thod product label HI attached to rateii oontalner. 

• • •••• SECTION IV (Cofi\Kt l'Qintl· Thia Soction rnuat be oompfotttd for all ~e.tioM for Re;iatration actions, I.e., MW produc~ rogiotration, 
refiJbmillion, •rno-fcw», • Nfaglattation, etc. 

1·5. S.u'-oplenatorv. 
6. EPA U.. Only. 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Paperworic Reduction Act Notlco: The public reporting burden for this collection of Information is estimated to average t.25 ttoors per response for 
registration activities and 0.25 hours per response for reregistration and special review activities, including time for n'Hiding the inslructions and completing 
the necessary forms. Send comments regan:fing the burden estimate or any other aspect of this colledlon of information, including suggestions for reducing 
the burden to: Director, OPPE lnfonnation Management Division (2137), U.S. Environmentilll Protection Agency, 401 M Street, S.W., Washington, DC 20460. 
Do not send the fonn to this address. 

r "'Name,. 
lonlcs Inc.: 3039 Washington Pike, 

! Active I ) andlo• 
Silver (EPA A.l.# 72501) 

Certification with Respect to Citation of Data 

~'":: PA 1!5017 /202~393~3903 (Agent) 

Date 

•· •I" 'nn' 
Product Name General use pattem(s) (list all those claimed for this product using 40 CFR Part 158) 

lo Food Crop Bacteriostatic Water Filter Media 

NOTE: If your product is a 
I do not ne.id to ;ubmll this fonn. You 

of another purchased product labeled for all the same uses on your label, you 

D lam to a Data Call-!.". Notice, and have included with this form a list of companies sent offers of compensallon (the Data 
I rmisi 

I!; am using the clt .. all method of suppo:. ~nd have lnduded wilh' •

11

13] I a~ ~~~:,~::ledl" ::of support (o• cite-all option 
this form a list of companies sent offers of compensation (the under the selective method), and have included with this form a 
Data Matrix form should be used for this purpose). :~~::J~ list of data requirements (the Data Matrix form must 

Ill:< 

(Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more data requirements) 

18J I hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by 
FIFRA. 

I Ill: 

I certify that this application for registration, this form for reregistration, or this Data Call-In Notice is supported by all data submltied 
or cited in the application for registration, the form for reregistration, or this Data Call-In response. In addition, if cite-all option under the 
selective method is indicated in Section I, this application is supported by all data in the Agency's files that (1) concern the properties or 
effects of this product or an identical or substantially similar product, or one or more of the ingredients in this product; and (2) is a type of 

would be required to be submitted under the data requirements In effect on the date of approval of this application if the 
sought the initial registration of a product of identical or similar composition and uses. 

I certify that for each exclusive use study cited in support of this registration or reregistration, that I am the original submitter or that 
I have obtained the written permission ofthe original submitter to cite that study. 

I certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either: (a) I am 
the original data submitter; (b) I have obtained the written pennission of the original data submitter to use this study in support of this 
application; (c) all periods of eligibility for compensation have expired for the study; (d) the study is in the public literature; or (e) I have 
notified in writing the company that submitted the study and have offered (i) to pay compensation to the extent required by sections 
3(c)(t)(F) and/or 3(c)(2)(8) of FIFRA; and (li) to commence negotiations to determine the amount and terms ofcompensaJi~p.ifany, to be 
paid for the use of the study. • • :. 

I certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of 
their delivery in accordance with sections 3(c)(t)(F) and/or 3(c)(2)(8) of FIFRA are available and will be submitted to the agency upon 
request. Should I fail to produce such evidence to the Agency upon request. I understand that the Agency may initiate actron to derV •: •: 
cancel or suspend the registration of my product in conformity with FIFRA. • • • : • • 

•••• 
I certify that the statements I have made on this fonn and atl attachments to it ire true, accurate and complete. I 

acknowledge that any knowingly false or misleading statements may be puntehabte by fine or imprisonment or both under 
applicable law. • 

•••• 
•w "00'"' , 
Christina M. Swick Agent for lonic~iR".: • 

il 11. :;;ubmit only I 

• ••••• • • .. 
••••• • • ••••• 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

04/05/2002 

CHRISTINA M. SWICK, AGENT FOR 
IONICS, INCORPORATED 
122 C STREET, NW, SUITE 740 
WASHINGTON DC 20001 

o~r:!CE OF 
PREVENTION. PESTICIDES ANO 

TOXIC SUBSTANCES 

PRODUCT NAME: HYGENE BACTERIOSTATIC WATER FILTER MEDIA 
COMPANY NAME' LEWIS & HARRISON FOR IONICS 
OPP IDENTIFICATION NUMBER' 287810 
EPA REGISTRATION NUMBER: 35900-2 
EPA RECEIPT DATE, 04/03/2002 

SUBJECT: RECEIPT OF AMENDMENT 

DEAR REGISTRANT: 

The Office of Pesticide Programs has received your application 
for an amendment and it has passed an administrative screen for 
completeness. 

During the initial screen we determined that the application 
qualifies for fast track review. The package will now be forwarded 
to the Product Manager for review to determine its acceptability. 

If you have any questions, please contact Marshall Swindell, 
Product Manager 33, at (703)-308-6230 . 

Sincerely, 

Front End Processing Staff 
Information Services Branch 
Program Management and Support Division 

Internet Acldreu (URL) • hl!p:IAw.w.epa.oov 
R..:;ycled/RIICYCfabkl •Ptlnllld wllh ~on BaiMd lnkoon RICydtld Papolf (Minimum 50% Pof;lel)ll•umor oontont) 
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IONICI, INCORPORATIID 
BRIDGEVILLE PLANT 

HYGENE 
BACTERIOSTATIC WATER FILTER MEDIA 

EPA REGISTRATION NO. 35900-2 
_.0. BOX 99, BRIDGEVILLE, F'ENNSYLVANIA 15017 

•• 
• 

; •• 

• 

RE!IOCWes objectionable tastes, odors, and color frcm 
municipally treated tap water 

ACCEPTED 
with COID:ENTS 

in-EPA L:tt~!" D::::cd: 

Inhibits tile growth of bacteria within tile media 
bed to prolonq tile life of tile filter 

MAR I 3 1995 

reg'itWrc.' c.:..:::::;~, ;_J.::;. No. 

~-,:- IT IS N.ll? jg! ,u: ~ ·. J!)91)0 -2--
The physical characteristics of HYgene Bacteriostatic Water rL.ter Media are 
conparable to those of granular activated carOOn, upon which a silver coating 
has been deposited. carbon was choeen as tile carrier material because of its 
exceptionally high available surface area for the deposit of silver, and also 
to perform tile usual functiO<IS of an activated carbon filter media by r811X>Ving 
the many ilq;lurities often fouOO in potable water supplies such as turbidity, 
suspended solids, chlorine, and objectionable tastes ar.d cdors. 

Silver, which has been chemicallY plated onto tile activated carbon; ie tile 
Bacterioetatic agent in HYgone Bacterioetatic Water Filter Media. A Bact
eriostatic Filter Media ie one which will inhibit tho growth of bacteria 
within tile filter bed. 

Since 11potable11 water can, by law, contain a certain rrumber of harmless 
bacteria indigenous to municipally treated water, tho potential for a 
buildup or growth of these bacteria trapped within the filtering medim 
does exist. 

The low level of bacteria in tap water along with organic COfll:X>unds normally 
present in a water supply become trapped in the filter bed medium. After a 
period of time, the filter bed will contain considerable number of bacteria 
and in the presence of the organic ~, which becomes a source of 
nutrients for bacteria, this fiiter becomes a breeding place for bacterial 
growth especially during non-flow periods when the water :iB not in use, 
such as overnight. 

• ••• • • 
HYgene Bacteriostatic Water Filter Media is to be used only for manufactut~ 
or fabricating bacteriostatic water filter products for home use. Filter :..U.. 
facturers or formulators who use this media are responsible for provid.i.n9 <ifta 
to tile united States Envirormm~tal Protection Agency to support tile reqisjtr<¢ion 
of their products. : • • • •• 

JilL .... S.Uii!IIMM& . 

tL£& hii &£ &3£22&65. 

• • • • • • ••• 
• . .. • • • • ••• 

• ••• • • • .. . 

•••••• • • • • • 
•••••• • • .. 
• •••• • • ••••• 
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DI~I~l! ~ liSE 

It is a violation of Federal Law to use this product in a 
manner .inconsistent with its labeling". 

HYgene Bacteriostatic Water Filter Media requires an initial rinse before 
use to X'<IID:)V8 """""" carton fines and entrapped air. This rines rate llhculd 
be proportionate to a bed of 0.25 Lb. mdia, at a fl.al< rate of 0.5 gpm for 
15 minutes. Following this initial rinse, the inservioe flow rate is not to 
exceed 0.5 gpm per 0.25 lb. of media. Bed depth IIIJSt be at least twice the 
diameter. 

ll8e on cold water only. 

Do mt disc:llarge effluant calta:lning thiB product iJJto l.aloos, streams, ponds, 
estuaries, oceaus or other watara 1m1esa in a<nn'daDce with tbe requiraoants 
of a ll'at.ia1al. Pollutaot D.IB<:harga BJjmj-icm Systea (IIPDBS) pami.t and tbe 
pomD.tt.iDg Nd'hority bas been mtified in writillg prim: to djac:barga. Do mt 
disc:!Jarga effluant calta:lning thiB product to _. ~ wit:bout pmrioualy 
IIDtifyjng tbe local - treat.oot plaot md'hority. For gni......., OJDtact 
your state 11ater Boord or llogiaml Office of tbe KPA. 

Metallic Silver - 1.05l Activated carbon - 98.95\ 

store in closed oontainer with excludes rooisture and chemical fumes. 

•••••• • • • • • 
•••••• • • .. 
••••• • • ••••• 

12 X 30 U.S. Sieve Series 
Or 

:IAA 50 u.s. Sieve Series 
• • •••• 
• • 
~= 

• 
~~f Lbs. Per CUbic Poet 

• 
• • • • • • ••• 

• ... 
• • • •••• 

A-11-.1.. • • • • . .. 

6 CU. Ft. Fiber Drums 
1 CU. Ft. Carton 

Bridgeville, Pennsylvania 

t .. ' 

• 

• 
.. 

• 
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ACCEPTED 
with COM1illN"TS 

in EPA Letter Dated: 

MAR I 3 19% 

Un:1:· ·'--· C<'"·;' ifc?(Oddr, ,. ' ' 
' I • . • 

BACTERIOSTATIC WATER FILTER MEDIA 
Inhibits the growth of bacteria 

CAUTION: KEEP OUT OF REACH OF CHILDREN 

\I 

STORAGE OF HYGENE MATERIAL: Store In closed container which excludes molsture and 
chemical fumes. 

EPA Reg. No. 35900·2 EPA Est. No. 35900 PA 01 

ACTIVE INGREDIEI'lT 
METALUC SILVER·······-························ 1.05% LOT NO.-----------

INERT INGREDIEI'lT 
ACTIVATED CARBON ............................ 98.95% NET COI'lTEI'lTS cu. ft. 

DIRECTIONS FOR USE:············-······························ Flow rate Is not to exceed 15 GPM per cu. It 
of media. Bed depth must be at least t'6'ice 
the diameter. 

DISPOSAL OF SPEI'lT MEDIA:.............................. Retain shipping certon end plastic line< for 
disposing of exhausted fitter media with trash. 

Another fine product by the manufacturers of General lonlcs water Condttioning Equipment 

IONICS, INCORPORATED 3039 Washington Pike, Bridgeville, Penna 15017 

• 
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~ ,--- • --- -- UNITED STATES ~DNMENTAL PROTECTION AGENCY Fonn Approved OMB No. 2070-0050 

0 1 M Street, S.W. • 
WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The pUblic reporting burden for this collection of infonnation Is estimated to average 0.25 hours per response lor registratlon activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate 01 any other aspect of this collection 
of informatlon, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency. 40f M Street, S.W., Washington, DC 20460. 
Do not sel'ld the form to this address. 

DATA MATRIX 

Date April 3, 2002 EPA Reg. No./File Symbol 35900-2 1 Pagefoff 

Appiicant's/Registrant's Name & Address: Product 
lonics,lnc. 3039 Wadlington Pike, Bridgeville, PA 15017 HVgcnc Bacteriostatic Water Filter Media 

lngredient(s): Silver (A.I.# 72501) 

Guideline Reference Number Guidellne Stuay Name MRID Number Submitter Status -61·1 to 62·3 Product lckrnity. COJllposition and Analysis Waivcd 1 

63-2 to 63·9 Physlcai/Ctlcmical Properties Waived 

71-l(a) Acute Avian Oral Toxicity- Quail/Duck CITE· ALL See Attachment PAY 

71-2(a) Avian Dietary Toxicity Quail/Duck CITE.ALL See Attachment PAY 

71·2(b) Acute Avian Dietary· Duck Waived1 

72-l(a) Freshwater fish Toxicity· Bluegill Waived1 

72-l(c) fish Toxicity Rainbow Trout CITE·ALL See Attachment PAY 

72-2(a) !'rcshwalcr lnvertcbmte Toxicity CITE·ALL See Attachment PAY 
81-1 Acute Oral Toxicit · Waived1 

81-2 Acute Dermal Toxicit Waived 
81-3 Acute Inhalation Toxicity Waivcd 1 

81-4 Prim E c lrrita•ion Waived 
81-5 Primary Dermal Irritation Waived 1 

81-6 Skin Sensitization Waived 
161·1 to 165-5 Environmental Fate Waived 

FOOTNOTE. 
f. These data requln:mcnt<> were waived under the provisions of the Silver RED (June 1993 ) . 

••• • • • • • • • • • • • • • ••• • • • • • • • • • • • • • • • • ••• • 

Signature • • • ••• 

1~U~'Nlk~ 
Name and Title: 
Christina M. Swick, Agent for Ionia. Int. I Da~pri13, 2~-~l 

EPAForme57~{§:.9f)E~&'t:i ~• ""'"'1-'lbte Subm·J anlyp_....,.:,;icn Ae-:Y lntwr\llll.ln Copy 
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DATA MATRIX ATTACHMENT 

Product Name: HYgene Bacteriostatic Water Filter Media 
35900-2 EPA Reg. No.: 

Date of Data Matrix: April 3, 2002 
Chemical: 

COMPANY# 

* DATA 

Silver, A. I. Number 72501 

008588 RGDEN FILTER COMPANY INC 
TYPES * 4662 LANKERSHIN BLVD. 

EU AT EC FW EF OT NORTH HOLLYWOOD CA 
XX 91602 

COMPANY# 010324 MASON CHEMICAL CO 
* DATA TYPES * 721 W ALGONQUIN RD 
EU AT EC fW EF OT ARLINGTON HEIGHTS IL 

XX XX 60005 

COMPANY# 014944 ATEK INDUSTRIES INC 
* DATA TYPES * 5355 MCCONNELL AVE 
EU AT EC FW EF OT LOS ANGELES CA 

XX 90066 

COMPANY# 018869 KING-HOLLER INT 
DATA TYPES • 606 WILSHIRE BLVD SUITE 501 

EU AT EC FW EF OT SANTA MONI CA 

XX XX 90401 

COMPANY# 035968 CONSUMER ECOLOGY PROD. , INC 
• DATA TYPES • 101 s. w . FIFTH COURT 
EU AT EC FW EF OT POMPANO BEACH FL 

XX 33060 

COMPANY# 
* DATA 
EU AT EC 

037370 NATIONAL SAFETY ASSOCIATES, 
TYPES * 4260 EAST RAINES ROAD 

INC. 

FW EF OT MEMPHIS TN 
XX XX 38118 

COMPANY# 037664 
* DATA TYPES * 
EU AT EC FW EF OT 

XX XX XX 

COMPANY# 037756 
• DATA TYPES • 
Ell AT EC FW EF OT 

XX 

CO..'iPANY# 038058 
• DATA TYPES • 
Ell A? EC FW EF OT 

XX 

COMPANY !I- 038688 
DATA TYPES • 

Ell AT EC FW EF OT 
XX XX 

COMPANY# 039444 

• DATA TYPES • 
EU AT EC FW EF OT 

XX XX 

TELEDYNE WATER PIK 
1730 EAST PROSPECT ST 
FORT COLLINS CO 
80521 

WA?ER SAFE PRODUCTS, 
8337 NIEMAN ROAD 
LEXEXA KS 
66214 

INC 

PUROLATOR CA. PlJROL.'\TOR, 
950 RANCHO CONEJO BLVD. 
NEWBURY PARK CA 
91320 

c. H. DEXTER DIVISION 
ONE ELM STREET 
WINDSOR LOCKS CT 
06096 

SlJUNTO USA INC 

INC. 

AGENT FOR: KA?ADYN PRODUCTS, 
2151 LAS PALMAS DRIVE, SUITE 
CARLSBAD CA 
92009 

INC. 
F 

• ••• • •••• 

• 
• • • • • .. .. 

• 
•••• • • •••• .. . 

• • • ... 
Page 1 of 2 

• ••••• • •• • • 
• ••••• • • .. 
••••• • • • •••• 
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DATA MATRIX ATTACHMENT 

Product Name: HYgene Bacteriostatic Water Filter Media 
35900-2 EPA Reg. No.: 

Date of Data Matrix: April 3, 2002 
Chemical: Silver, A.l. Number 72501 

CmlPANY# 039938 NORTH A."lERICAN SYSTEMS, INC. 
DATA TYPES 24700 MILES ROAD 

EU AT EC FW Ef OT BEDFORD HTS. OH 
XX XX 44146 

CO:.:!PANY# 
• DATA 
EU AT EC 

COMPANY# 

DATA 
EU AT EC 

XX 

COMPANY# 

• DATA 
EU AT EC 

XX 

COMPANY# 

DATA 
EU AT EC 

COMPANY# 

• DATA 
EU A' EC 

XX 

067712 
TYPES • 

'" EF OT 
XX XX 

071227 

TYPES • 
FW EF OT 

XX 

071661 

TYPES • 
FW Ef OT 

XX XX 

072977 

TYPES • 
FW EF OT 

XX XX 

073148 

TYPES 
N EF OT 

XX 

ZODIAC POOL CARE, INC. 
3420 NORTHWEST 53RD STREET 
FT. LAUNDERDALE FL 
33309 

AGION TECHNOLOGIES LLC 
AGENT FOR: SINANEN COMPANY, LTD. 
60 AUDUBON ROAD 
WAKEFIELD MA 
01880 

SRA INTERNATIONAL, INC, 
AGENT FOR: INTELLIGENT BIOCIOES LLC 
1850 M STREET, N.W., SUITE 290 
WASHINGTON DC 
20036 

HENRY JACOBY, REGULATORY CONSULTANT 
AGENT FOR: ETI H20, INC. 
6709 ILEX COURT 
NEW MARKET MD 
21774 

SCIENTIFIC & REGULATORY CONSULTANTS 
AGENT fOR: ISHIZllKA GLASS CO., LTD. 
102 1/2 SOUTH CHAUNCEY STREET 
COLUMBIA CITY IN 
4 6725 

CO~PANY# 073499 AMERICAN BIOTECH LABS 
DATA TYPES * 70 WEST CANYON CREST RD., SUITE 0 

EU AT EC FW EF OT ALPINE UT 
XX 84 004 

COMPANY# 073667 CHEMREG INTERNATIONAL, LLC 
AGENT FOR: APYRON TECHNOLOGIES, INC. 

* DATA TYPES * 2239-H TACKETS MILL DRIVE 
EU AT EC FW EF OT LAKE RIDGE VA 

XX 22192 

•••• • •••* 

• 
• • • • • •• •• 

• 
•••• • • •••• 

•• • • • • • •• 
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' - UNITED STATES ~ONMENTAL PROTECTION AGENCY • Form Apjm)Ved OMS No. 2070-0050 

0 1MStreet,S.W. 
WASHINGTON, D.C. 20460 

PaJ)ItfWOril; Reduction Act Notice: The public reporting burden for thiS collection of Information is estimated to average 0.25 hours per response filr registration activities and 0.25 hours per response for 
reregistration and special review activities, induding time for reading the instructions and completing the necessary ftlrms. Send comments regarding the burden estimate or any other Mpec\ of this collection 
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2 f37), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20460. 
Do not send the form to this address. 

DATA MATRIX 

Dote April3, 2002 EPA Reg. No./File Symbol 35900·2 1Page1of1 

Applicant's!Registrant's Name & Address: Product 
Ionitt.lnc. 3039Washington Pike, Bridgeville, PA 15017 HYgene BBcteriostaf1c Water Filter Media 

lngredient(s): Silver (A.I.# 72501) 
- ·-

Guideline Reference Number GuideUne Study Name MRID Number Submitter Status -Waived 
Waived 

See Attachment PAY 
See Attachment PA\ 

Waived 

Waived' 

See Attachment PAY 

See Attachment PAY 
Waived 
Waived 
Waived 1 

Waived 
Waived 
Waivcd1 

Waivcd1 

••• • • • • • • • • • • • • • ... • • • • • • • • • • • • • • • • ... • 

SignatUre------------.- • : u: , , Name and TIDe: Date I ~ ~ ~~ ChristlnaM.Swick.Agentforlonics.lnc. April3.2002 

EM Form 8570-35 (!HI7) Eled'""'- "'"-"'"''"""" $v<O>IW!e Sutlm<l only 1'- v!)n>Ofl, 1'-.:: U... Copy 
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• 

• 

DATA MATRIX ATTACHMENT 

Product Name: HYgene Bacteriostatic Water Filter Media 
35900-2 EPA Reg. No.: 

Date of Data Matrix: April 3, 2002 
Chemical: Silver, A.l. Number 72501 

COMPANY# 008588 RGDEN FILTER COMPANY INC 
DATA TYPES * 4662 LANKERSHIN BLVD. 

EU AT EC FW EF OT NORTH HOLLYWOOD CA 
XX 91602 

COMPANY# 010324 MASON CHEMICAL CO 
• DATA TYPES * 
EU AT EC FW EF OT 

XX XX 

721 W ALGONQUIN RO 
ARLINGTON HEIGHTS IL 
60005 

COMPANY# 014944 ATEK INDUSTRIES !NC 
DATA TYPES ... 5355 MCCONNELL AVE 

EO AT SC FW EF OT LOS ANGELES CA 

COMPANY# 
• DATA 

XX 90066 

018869 KING-HOLLER INT 
TYPES * 606 WILSHIRE BLVD 

EU AT EC FW EF OT SANTA MONI CA 
XX XX 90401 

SUITE 501 

COMPANY# 035968 CONSUMER ECOLOGY PROD., INC 
DATA TYPES 101 $. W. FIFTH COURT 

EU AT EC FW EF OT POMPANO BEACH FL 

CO~lPANY# 

• DATA 
EU AT EC 

XX 33060 

D3737D NATIONAL SAFETY ASSOCIATES, 
TYPES * 426D EAST RAINES ROAD 
FW EF OT MEMPHIS TN 

XX XX 38118 

COMPANYn D37664 TELEDYNE WATER PIK 
DATA TYPES * 17 3D EAST PROSPECT ST 

EU AT EC FW EF OT FORT COLLINS CO 
XX XX XX 8D521 

COMPANYJj 037756 WATER SAFE PRODUCTS, INC 
DATA TYPES * 8337 NIEMAN ROAD 

E!J AT EC FW EF OT LEXEXA KS 
XX 66214 

INC. 

COMPANY# D38058 PUROLATOR CA. PUROLATOR, INC. 
* DATA TYPES * 950 RANCHO CONEJO BLVD. 
EU AT EC FW EF OT NEWBURY PARK CA 

XX 91320 

COMPANY# 038688 C. H. DEXTER DIVISION 
DATA TYPES * ONE ELM STREET 

EU AT EC FW EF OT WINDSOR LOCKS CT 
XX XX D6096 

COMPANY# D3944~ SUUNTD USA INC 
AGENT FOR: KATADYN PRODUCTS, INC. 

DATA TYPES * 2151 LAS PALMAS DRIVE, SUITE F 
EU AT EC FW EF OT CARLSBAD CA 

XX XX 92009 

•••• • •••• 

• 
• • • • • •••• 

• 
•••• • • •••• .. . 

• • • . .. 
Page 1 of2 

• ••••• • • • • • 
• ••••• • • .. 
••••• • • • •••• 

........ ·--·---------------
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DATA MATRIX ATTACHMENT 

Product Name: HYgene Bacteriostatic Water Filter Media 
35900-2 EPA Reg. No.: 

Date of Data Matrix: April 3, 2002 
Chemical: Silver, A. I. Number 72501 

COMPANY# 039938 NORTH ~~ERICAN SYSTEMS, INC. 
* DATA TYPES * 24700 MILES ROAD 
EU AT EC F11 EF OT BEDFORD HTS. OH 

COMPANY# 
DATA 

EU AT EC 

COMPANY# 

DATA 
EU AT EC 

XX 

XX XX 44146 

067712 ZODIAC POOL CARE, INC. 
TYPES * 3420 NORTHWEST 53RD STREET 
FW EF OT FT. LAUNDERDALE FL 

XX XX 33309 

071227 AGION TECHNOLOGIES LLC 
AGENT FOR: SINANEN COMPANY, 

TYPES • 60 AUDUBON ROAD 
FW EF OT WAKEfiELD MA 

XX 01880 

COMPANY# 071661 SRA INTERNATIONAL, INC . 

LT::l. 

~ DATA TYPES * 
EU AT EC FW EF OT 

AGENT FOR: INTELLIGENT BIOCIDE$ 
1850 M STREET, N.W., SUITE 290 
WASHINGTON DC 

XX XX XX 20036 

LLC 

COMPANY II 072977 HENRY JACOBY, REGULATORY 
AGENT fOR: ETI H20, INC. 

* 6709 ILEX COURT 

CONSULTANT 

DATA TYPES 
EU AT EC FW EF 

XX 
OT NEW MARKET MD 
XX 21774 

COMPANY# 073148 

DATA TYPES 

SCIENTIFIC & REGULATORY CONSULTANTS 
AGENT FOR: ISHIZUKA GLASS CO., LTD. 

* 102 1/2 SOUTH CHAUNCEY STREET 
COLUMBIA CITY IN EU AT EC FW EF OT 

XX XX 4 6725 

COMPANY# 073499 ~~ERICAN BIOTECH LABS 
DATA '!'YPES * 70 WEST CANYON CREST RD., SUIT~ D 

EU AT EC E'W EF OT 
XX 

COMPANY# 073667 

DATA TYPES • 
EU AT EC FW EF OT 

XX 

ALPINE UT 
84 004 

CHEMR::G INTERNATIONAL, LLC 
AGENT FOR: APYRON TECHNOLOGIES, 
2239-H TACKETS MILL DRIVE 
LAKE RIDGE VA 
22192 

INC. 

•••• • •••• 

• 
• • • • • • • •• 

• 
•••• • • •••• 

•• • • • • • •• 
Page 2 of 2 

• ••••• • • • • • 
•••••• • • •• 
••••• • • • •••• 

------------ ------------------ ----------------
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ATTACHMENT 1 
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• ••• • •••• 

• • ••••• • • • • • • • • • • •• •• • ••••• • • •• 
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*Pages 69-85 Product ingredient source information may be entitled to confidential treatment*



ATTACHMENT 2 
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• 
• ••• • •••• 

• 
• • • • • •••• 

• 
•••• • • •••• 

• • • • • • • • • 

• ••••• • •• • • 
•••••• • • •• 
• • ••• • • ••••• 
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*Pages 87-101 Product ingredient source information may be entitled to confidential treatment*



• 

• 

NON-FQl'A 
REVIEWERM /2- I I if 

/ 

FILE SYMBOL/REG NO.,J'IJ'<1(/- r;;2.. PM ,3 1 

DESCRIPTOR P R. Na 1:- I c € o2 o c c'- S 

ACTION CODE ,3 c_;- <.:. 

I ) CHILD RESISTANT PACKAGING, CERTIFICATION 
NON-RESIDENTIAL USE ONLY 
NOT APPLICABLE 

REGISTRATION TYPE' CONDITIONAL ·) UNCONDITIONAL 

PROPOSED CLASSIFICATION' ] GENERAL RESTRICTED USE 

DATE ON APPLICATION EPA RECEIVE DATE PM'RECEIVE DATE 

to I l'l I a o I 
METHOD OF SUPPORT 

I ) CITE-ALL 
I ) SELECTIVE 
[ ) NOT SUBMITTED 
[ ] NOT APPLICABLE 
[ J INCORRECT/RESUB 

REVIEW(S) REQUESTED 

CHEMISTRY 

EFFICACY 

TOXICOLOGY 

HED TOX. 

DATA 
PACK # 

DATE 
SENT 

I I tJ I ,?' 3' I u ,1 I 
FORMULATORS EXEMPTION 

] SUBMITTED 
] NOT SUBMITTED 
] NOT APPLICABLE 
) INCORRECT/RESUB 

DUE 
DATE 

DATE 
RETURNED 

ENVIRON. FATE 
r-----4-------r-----4------i 

FISH/WILDLIFE 

OTHER ____________ __ ,' 

STATUS ________________________________________________ _ 

~ESPONSE CODE •} ? RESPONSE DATE NOV O 2 lOOO V 
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• 

• 

• 

October 17,2000 

P.O. BOX 99, BRIDGEVILLE, PENNSYLVANIA 15017 
PHONE 412-257-2029 FAX 412-257-1270 

U.S. Environmental Protection Agency 
Office of Pesticides Programs 
Registration Division {7504C) 
401 M St., S.W. 
Washington, D.C. 20460 

Attn: Marshall Swindell 
Product Manager 33 
Regulatory Management Branch I 
Antimicrobial Division (7505C) 

Re: PR Notice 2000~3 
lonics Product Registration Numbers: 35900·2; 35900-3; 35900-6; 35900-7; 35900-9; 
35900-13; 35900-16; 35900-18; 35900-19; 35900-20 and 35900-21 

Dear Mr. Swindell: 

Pursuant to the above referenced PR Notice 2000-3 regarding First Aid Statements on Pesticide 
Product Labels, I am sending this letter as a fonnal confirmation of my communications and 
discussions with your Ms. Karen Leavy-Munk. 

Basically, the above referenced products' labels only require the precautionary statement "Keep 
Out of Reach of Children~ above the signal word "Caution", which already appears on all of our 
labeling. Additionally, we are to follow Toxicity Category IV across the board in regards to First 
Aid Statements due to the only active pesticide ingredient being Stiver. 

With this formal confirmation, shortly we will be forwarding our present labels with any 
modification required by Toxic Category IV, as outlined in the above referenced PR Notice, to 
your offices for review and acceptance. 

Thank you for your contlnued support and gu'1dance in our registration of product through the 
U.S. EPA. 

Sincerely, 
lonics, Incorporated • • •••••• • 

:52/~~ •••• • • •••• 
• John Henigin 

Manager, Chemical Products and Projects 

•••••• • • • • • 
•••••• • • •• 
• • • • • • • •• •• • 

•• • • • • • • • 
•••• • • •••• 

• 
• ••• • • •••• 
•••• • • •••• 
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• 

• 
)' . 

Reviewer ID 

Submission No. 

Data Package No. 

CODING FOflH FOR ,APPLICATIOOS fOR Rml.SI'RATIOO/NiElmiENIS 

File Synrol/Req. No. 3!:'7Db- i---PM ;:,~ Action fode :till() 
1101 Descriptor (h1lend/ResUlmisiOM only)-~ fM"~;:\.. L 
1~1 Intrastate call-in {__/ (Y) Yes (lSI Child-resistant L_/(C) Certification 

Packagirq 
I I {N) No I /(S} Setvice Person 

120 I Registration Type: 

.["./ (1) Conditional . I / (2) Unconditional 

j25(Pro~sed Classification: (301 Final Classification: 

LJ (R) Restricted I I ( Rl Restricted 

I I (G) General ,' I (Nl Not Classified 

jJSf Date on Application: I04( E:PA Receive<! Date• 

l Q b I "llt/ '!1-r/lo ,(e /2Jz_/9d 
I'D DAY 'fR I'D DAY YR 

ISO I Hethcd o~ Support• 

I I (I) Cite-All I I (6) o..mer Sub:aission

I I {4) Not Applicable I I (7} Total Sul:rnission 

{ I (5) Not Sutmitted I I (8) Selective Methcd 

Reviewers Requested: 

CH 

EF 

PL 

DEB 

1lA:re 
SENT 

c:J {R) Hon-resideritial 
Use Only 

/ I (N) Not-AI;l{)licable 

(4. 0 I Date Received by PM 

11'>110 I 1.-,2/ 9 1.sj 
... 1-0 DAY ffi 

RESF'Ct'ffi£ RESFO:-lSE 
CCOE DATE 

I 

I 
I 
J I _j__i ~--~· 

NDEB 

TB 

EEB 

EFGB 

IllS I FINAL 
ACTIOO 

_______ !____, ----- .. 
Response 3. ~ Code 

-·--- - -

75-DAY RESFCtiSE D:J?: IY-::-·-- 104



• 

• 

SVNSOI.. 

SORHAMI!: 

DATE 

~·---··~--- ... --~---~ 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

Ionics, Inc. 
3039 Washingotn Pike 
Brideville, PA 15017 

Attention: Walter J. Polens 

Subject: Hygene 
EPA Registration Number 35900-2 
Your Submission Dated June 22, 1995 
BPA Received Date June 22, 1995 

The submitted final printed labels have been placed in your 
product file. They have not been reviewed in accordance with the 
PR Notice 82-2, 

If you have any questions concerning this letter, please 
contact Karen M. Leavy at (703)-305-6966. 

Marion J J son 
Product Manager (31) 
Antimicrobial Program Branch 
Registration Division (7505C) 

COHCUMIHCI!S 

.................. ······· ········- ·•··············· .....•.......... . ................................. ···-············ ................ . 
·····•············ ................. ................. ................ ................. ................. . .............. - ................ . 

EPA Form 1320-1A (1190} OFFICIAL FILE COPY * U$. OCl'IEFINMf!Hr l'ftiH1mG OFI'ICE 1-• llf.fM 105



• 

• 
• 

• 

• 

HYgene® 

BACTERlOST A TIC WATER FILTER MEDIA 
•This producl is designed to remove objectionable tastes, odors, 

and color from municipally treated tap water. 

•This product is designed to inhibit the growth of bacteria within 
the filter to prolong the life of the filler. 

KEEP OUT OF REACH OF CHILDREN 
CAUTION 

EPA REGISTRATION NO. 35900-2 EPA ESTABLISHMENT NO. 35900 PA 01 

ACTIVE INGREDIENT 
Metallic Silver ----- L05% 

INERT INGREDIENT 
Activated Carbon ---98.95% 

LOT No . 

NET CONTENTS cu. ft. 

STORAGE~~~~~~~---------~------ Store in closed container which excludes moisture and 
chcntical fumes. 

DISPOSAL OF SPENT MEDIA------ When contents are exhausted, wrap in newspaper and 
discard in the trash. 

DIRECTIONS FOR USE------ Refer to enclosed product data sheet. 

IONICS, INCORPORATED. 3039 WASHINGTON PIKE, BRIDGEVILLE, PA 15017 

{j 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

• ••• • • •••• 
•••• • • • •• • 

• 
•• • • • • • •• 
•• • • • • • • • 

• 
• •• • • • • ••• 
• ••• • • • •• • 
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IONIC$, INCOIIPORATI!D 
BRIOGEV1lLE PlANT 

-~~·~- ----- --- -- -------

HYGENE BACTERIOSTATIC 
WATER FILTER MEDIA 

_.0. BOX 99, BRIDGEVILLE, PENNSYLVANIA 15017 

EPA REGISTRATION NO. 35900-Z 
EPA ESTABLISHMENT NO. 35900 PA 01 

I. 
• 

• 

• 

HYGENE BACTERIOSTATIC WATER FILTER MEDIA 

•This product is designed to remove objectionable tastes, odors, and color from 
municipally treated tap water. 

• This product is designed to inhibit the growth of bacteria in the filter to prolong the 
life of the filter 

WHAT IT IS AND HOW IT WORKS 

The physical characteristics ofHYgene Bacteriostatic Water Filter Media are comparable to those of granular 
activated carbon. upon which a silver coating has been deposited. Carbon was chosen as the canier materia] 
because of its exceptionally high available surface area for the deposit of silver, and also to perfonn the usual 
function of an activated carbon filter media by removing the many impurities often found in potable water 
supplies such as twbidity, suspended solids, chJorine, and objectionable tastes and odors . 

Silver, whicb has been chemically plated onto the activated carbon, is the Bacteriostatic agent in HY gene 
Bacteriostatic Water Fiher Media. A Bncteriostntic Filter Media is one which will inhibit the growth of bacteria 
within the :filta" bed. 

Since "potable" water can, by law, contain a certain nwnber of hrumless bacteria indigenous to municipa11y 
treated water, the potential for a buildup or growth of these bacteria trapped within the filtering medium does 
exist. 

The low level of bacteria in tap waler along with organic compounds nonnally present in a water supply become 
trapped in the filter bed medium. After a period oftime, the filter bed will contain considerable nwnber of 
bacteria and in the presence of the organic compowtds, which becomes a source of nutrients for bacteria, this 
fi1ter becomes a breeding place for bacteria] growth especially during non-flow periods when the water is not in 
use, such as overnight. 

WHO MAY USE THIS PRODUCT 
•••• • • •••• 
•••• • • • .. . 

HY gene Bacteriostatic Water Filter Me<fia is to be used only for manufacturing or fubQ~Q& Bacteri~tatic 
water filter products for home use. Filter manufacturers or formulators wllo use this r&:xlilcfe ~nsi\lle for • • providing data to the United States EnvironmentaJ Protection Agency to support the retf~on o tciP 
products. • • : • • • • 

SEE REVERSE SIDE 

••••• • •• • • ••••• • ... • • • • ••• . .... • • • .. . 
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HYGENE BACTERIOSTATIC WATER FILTER MEDIA PRODUCT DATA 

DIRECTIONS FOR USE 

It is a violation of Federal Law to use this product in a manner inconsistent with its labeling. 

HY gene Bacteriostatic Water Filter Media requires an initiaJ rinse before use to remove excess carbon fines 
and entrapped air. This rinse rate should be proportionate to a bed of0.25 Lb. media, at a flow rate of0.5 
gpm for 15 minutes. Following this initiaJ rinse, the in service flow rate is not to exceed 0.5 gpm per 0.25 
Lb. of media. Bed depth must be at least twice the diameter. 

USE WITH COLD WATER ONLY. 

SPECIFICATIONS 

ACTIVE INGREDIENT INERT INGREDIENT 

Metallic Silver - 1.05% Activated Carbon - 98.5% 

STORAGE 

Store in closed container which excludes moisture and chemical fumes. 

MESH SIZE 

20 X 50 U.S. Sieve Series 

WEIGHT 

30-34 Lbs. Per Cubic Foot 

•••• • • •••• 
•••• • • • • •• 
• 

• •• • • • . , . 
Ae 1 •• 
• • • •• • 

• 
•• • • • • •••• .... . 

• • • • •• 

• ••••• • • • • • 
• ••••• • • •• 
• •••• • • ••••• 

PACKAGING: 

6 Cu. Ft. Fiber Drum 
I Cu. Ft. Carton. 

SHIPPING POINT 

Bridgeville, Pennsylvania 

3/I/95 

• 

• 
• 

• 

• 
···-·-· ··~------------------' 

108



i 

I• 
I 

• 

Reyieue.r ID ... _. _ 
~It'--..·..--~····.---·,;.-.... . 
/~~::,_~ ··:~· -· -,. ·: ~ ~-:~ ~ 
SubmisSion No-. 

· D4ta Package No. 

Action COOe 

IS I Intrastate Call-in I 1 {Y) Yes 

/_/ (N) No 

f~ Registration Type: .. 

!15 I Olild-resistant 
Packagirq 

I /{C) CertifiCabon 

.c:J<s> Service Person 

c::J (RI Non-resideritial 

· ;;--:...l';../ (1) Conditional I / (2) Unconditional. 
- ::--.. 
/25 r PropO'.ted Classification: 130 I Final Classification: 

1 I <R> Restricted 1 I <R> Restricted 

L..f (G) General / I (N) Not Classified 

135/ Date on Application: I041- E:PA Received Date: 

lo 1'-i 1£kt lulllq !II; J3/1t~j 
11) YR I Kl 0!\1 Y'R 

ISO I Methcd of; Support: 

L.J (1) Cite-All r/ ( 6) o.mer Sul:mission .-

I I (4) Not Applicable · L_j (7} Total Sutmission 

I I (5) Not Sutrnitted . L_f (6} Selective Het:hcd 

Revi~rs Requested: 

CH 

EF 

PL 

DEB 

NDE8 

TB 

EEB 

EFGB 

I 

= srnr 

I 

' ' 

; 
' i 

Use Only 

/ I (NI Nat..:IV?Plicable 

-I 

I 

' 
\ 

I 
i ! ' 
' -~------------- "'· -- .. 

IllS I fiNAL 
ACI'IW 

I 
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~,-~_,,,,,._,, __ _ 

EPA REGISTRATIOtl 1<!0. I o";.u.;..tw;'s~u".'!.:_~ 
US J:NVIRONMENTAL PROTEC110N AGENCY 35900-2 MAR I 3 !90'i 

OFFICE OF PESTICIDES PROGRAMS 
REGISTRATION DMSfOH (1'$•167) TERN OF ISSUANCE 

WASHINGTON, OC:lOdO ' . 
NOTICE OF PESTICIDE, 8 ftiEGIITRATIO .. 

HAlliE OF PESTICIOE PROOUCT 

fi:IEJtll!$11TftATION Hygene 
(Und•,. the F'odorel tnaocllclfhJ, F'lltl41cJde, 

end Rodentlcld• Act, u omendodi 

HAME AHO AOORI!SS OF A! GIST RANT (lndud• Z:tP coft). , . -·- . 
' '. 

r- . ' .., 
Ionics, Inc. 
3039 Washington Pike 
Bridgeville, PA 15017 

L 
.. 
.J 

. 

HOT!: ct.ncea ill t.bttlln( tonaut. dtfteriftc 14 aubltance f1o1a tblt acc:epe:ed u,. connectl.on witb tht. n~a:i&tr.Uon 11uat be 
. 

aubmUted to ud accepted by the R .. ialfttioa. Di•ialoo. jll'ior to uae of the label.ln c~rco, lD eny ccneapondeace on thil; 
ptoduetal.wa)'& reter to the ebove U.S. EPA rq:iatfltlon awaber, 

0a. tlwt baai& .r Wormt;tlon CIU'ftiabed by the rer.t.trant, tbe above namltd p .. ttelde 11; htr.by Reatslllted/RereclateHid und•r 

le 
the FedaHII. rnucticilttl, Functelde, 1nd Rodentlclde Act. 

A copy o1 the I~IN!Unt: accepted Ia connection wUb ttu. Rat:llitnltlon/Rerect.ttatlon la retW'fled hlrcwitb. 

ReclatNtlon Ia 1n no way to be coatrucd aa an indon~ei!IC!ot or approvAl fll thil prod~t by thil; Apracy. In ordar to protect 

' health and the anv!Tonmctot, the AdmiAtltntGI", 0t1 b.il 111ottoa, .. ,. at IIIJ' limo auapt:ftd or cancal tba rallatnltton o( a pllt• 

I r, 

le!da 1n acectdanco wltb the Act, Tba Accaptaac:l ol any •- irl cocmacUot1 with the ra11atration or • product u.ndv thla 
Act 11 not to be coat trued aa ciVirll tM rtcilt...n\ a rlt;ht to aa:ciWII¥111! •• ol thl nama ~to tta usa illt haa be•n covered 
b7 oUutra. 

' 

I 
Based on your response to the Silver Reregistration 

Eligibility Document, EPA has reregistered the above named 
product subject to the comments recorded in the succeeding 
paragraph. This action is taken under the authority of section 
4(g) (2) (C) of the Federal Insecticide, Fungicide, and 
Rodenticide Act, as amended. Reregistration under this section 
does not eliminate the need for continual reassessment of 

• 
pesticides. BPA may require submission of data at any time to 
maintain the registration of your product. Make the following 
labeling changes before you release the product for shipment~ 
Make the following labeling change~ listed below before you 
release the product for shipment: 

a. Add the phrase 1 EPA Registration No. 35900-2' I 

b. Include the appropriate BPA Establishment No. 

c. Revise the statement *Removes .•.. tap water" to read 
"This product is designed to remove objectionable 
tastes, odors, and color from municipally treated 
tap water." 

0 ATTACHMitHT IS APPI..ICABI.! 

SIGNATURE 01" APPROVING OI"I"ICIAL. J OAT£ 

R v •• EPA Form U704( • 5 76! 10\a fl ITION "'A 'I" •11: II D ,1[0 1.11< TIL I PP ' 
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UNITED STATES EMVIRONMEKTAL PROTECTIOM AGENCY 

• 

• 

SYMBOL 

IURHAME 

DATI: ' 

················· ............. , .. _ 
................................... 

EPA Form 13»1A (1/DO) 

................. 

................. 

COKCURUHCaS 
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................ 
.. ................................................. . ................. 
................. ................. ............... - ................. 

OFFICIAL FILE COPY 
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• 

• 

d. Delete the phrase "General Classification" to read 
"Directions for use." 

e. Revise the statement "Inhibits the growth ..... filter 
media 11 to read "This product is designed to remove 
objectionable tastes, odors, and color from municipally 
treated tap water." 

f. Place the statement "Keep Out of Reach of Children" 
directly above the signal word "caution." 

g. Place the misuse statement "It is a violation of the 
Federal Law to use this product in a manner inconsistant 
with its labeling" direclty under the subheading 
"Directions for Use." 

h. Delete the phrase "Filters suspended solids" from the 
product labeling. 

The Confidential Statement of Formula dated April 11, 
1994, is in compliance with PR Notice 91-2, it agrees with the 
label and is acceptable. 

The label claim is in compliance with PR Notice 91-2 which 
is the nominal concentration and it agrees with the Confidential 
Statement of Formula and is acceptable. 
acceptable. 

A stamped copy of the labeling is enclosed for your records . 

Submit one copy of final printed labeling before releasing 
the product in channels of trade with the revised labeling. 

If these conditions are not complied with, the registration 
will be subject to cancellation in accordance with FIFRA sec. 
6(e). Your release for shipment of the product constitutes 
acceptance of these conditions. 

Sincerely, 

Walter C. Francis 
Acting Product Manager (31) 
Antimicrobial Program Branch 
Registration Division (7505C) 
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IONICS, INCORPORATEO 
BRIDGEVILLE PLANT 

HYGENE 
BACTERIOSTATIC WATER FILTER MEDIA 

EPA REGISTRATION NO, 35900-2 
_.0. BOX99, BRIDGEVILLE, PENNSVLVANtA 15017 

• 
• 

• 

• 

Remves objectionable tastes, odors, and color frm 
municipally treated tap water 

ACCEPTED 
with COMMENTS 

in EPA Let>.c- ' tod: 

Inhibits the grOifth of bacteria within the media 
bed to prolong the life of the filter 

MAR I 3 1995 

l!!!AT JT I~ Nil) !PI U lJQRKS . . Jt;;"9bO- 2..-
The physical characteristics of HYgene Bacteriostatic Water FL.ter Media are 
coaparable to those of grarwlar activated carbon, upon which a silver coating 
has been deposited. carbon was chosen as the carrier material because of its 
exceptionally high aveilable surface area for the deposit of silver, and elso 
to perform the usual functions of an activated carbon filter media by re~~¥>Ving 
the many inpurities often found in potable water supplies such as turbidity, 
suspended solids, chlorine, and objectionable tastes and odors. 

Silver, which has besn cheeicsllY plated onto the activated carbon; is the · 
Bacteriostatic _,.t in HYgene Bacteriostatic Water Filter Media. A Bact
eriostatic Filter Media is one which will inhibit the growth of bacteria 
within the filter bed. 

Since 11potableu water can, by law, contain a certain number of harmless 
bacteria indigenous to lllmicipally treated water, the potential for a 
buildup or grOifth of these bacteria trapped within the filtering medium 
does exist. 

The low level of bacteria in tap water along with organic compot.D1ds normally 
present in a water supply become trapped in the filter bed medium. After a 
period of time, t.he filter bed Will contain considerable t1lU'Ilber of bacteria 
and in the presence of the organic compot.D1ds, which becomes a source of 
nutrients for bacteria, this filter becomes a breeding place for bacterial 
growth especially during non-flow periods when the water is not in use, 
such as overnight. 

• ••• • • 
HYgene Bacteriostatic Water Filter Media is to be used only for manufactut!M 
or fabricating bacteriostatic water filter products for home use. P'ilter:IIIJlL..
facturers or formulators who llSEI this media are responsible for providint;i dfta 
to the united States Environmantal Protection Agency to support the reqj;jtri¢ion 
of their products. :••••• 

?] !!!5 ZLM$k$Ut t 

~;s;u i' tan;- t: r- &QLC£6 Eli Ci&CS:S&Sd. 

• • • • • • ••• 
• 

• •• • • • •••• 
•••• • • • •• • 

•••••• • • • • • 
•••••• • • •• 
• •••• • • ••••• 
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DIRI!CTIOIIS ¥QR USE 

It is a violation of Federal Law to use this product in a 
manner inconsistent with its labeling. 

HYqene Bacteriostatic Water Filter Media requires an initial rinse before 
use to r911DV8 excess carbon fines and entrapped air. This rinse rate should 
be proportionate to a hed of 0.25 Lb. media, at a flow rate of 0.5 gpm for 
15 minutes. Following this initial rinse, the i.nservice flow rate is not to 
exceed 0.5 gpm per 0.25 lb. of media. Bed depth 111lSt be at least twioe the 
diameter. 

Use on cold water only. 

• 

Do DOt cl.isdlarqe effl.uoot <XllltainiJlg this product into lallas, streams, pools, • 
esb.Jaries, oceans or other waters tmless in accardaDca with tba requireaants 
of a llational. l'l:>llutaut DiBcbarg& Blimjnatjoo Systea (IIPDI!S) pendt and the 
pendttiJig •!thnrity bas been DOtified in llritiJig pdcr to cl.isdlarqe. Do DOt 
cl.isdlarqe effluent <XllltainiJlg this product to sewer systems without pnviously 
nat:i£y.lng the local ......_ trea- plant ,....hority. For guMance cont:act 
your state !later Board or llegiooaJ. Offioe of the EPA. 

l\CT.lV!I IQ!!DIEHT Jlii!RT IRGRBDIEHT 

Metallic Silver - 1.05% Activated Carbon - 98.95% 

store in closed container with excludes rroisture and chemical fumes. 

•• •••• • • • • • 
•••••• • • .. 
••••• • • ••••• 

12 X 30 U.S. Sieve Series 
Or 

~~ 50 U.S. Sieve Series 
• • •••• 
• • 
~: 

• 
."'n-.3f Lbs. Fer CUbic Foot 

• 
• • • • • •• •• 

• ... 
• • • •••• 

A-11-.1.. • • • • ... 

6 cu. Ft. Fiber Drums 
1 cu. Ft. Carton 

Bridgeville, Pennsylvania 

• 

• 

• 
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F . . . 

• 
' 

• ' 

ACCEI'TED 
with C011frlliNTS 

in EPA 'Ultt.:,r-Da~ 

MAR I 3 i995 

Irt:?-~tJ:cld&, 

ic:-ic, 
<S'-' -~·~'''; lUl!.iei EPA twg. No. 

95qM-v 

•••• • • •••• 
• • •••••• • 

• •••••• • • • • • • • •••••• • •••••• • • • • • • • • • •• •• ••••• • • • • •••• 
• • • • • • •••• 
• ••• • • • •• • 
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• 

SUBJECT: 

'rOt 

FROM: 

TKRU: 

DATE OUT: 

PRODUCT CHEMISTRY RBVI;w OPI 
A MAHUPACTURING•USE [V) OR AN END•USE PRODUCT [ ] 
DP Darcoc!Ul.:III.'>~3'1Req. No. or File Symbol No. :!;Sqoo-2 

(PM Team Reviewer) · 
PM Team No, _JL l.Jaitil.- ;::-~,._W., / Ka.u,._ ~ 
(Chemist/Date) t:lnna... Skruu.-M 
Product Chemistry Review ·se6tion 
Registration Support Branch/RD (WH705W) 

Harold Podall, Ph.D., Section Head ?1)1~! •I ~ 
Reqistration Support Branch/RD (WH7505W) •1;71 

• Sl!HI(li,RX OF INFOBIIM'ION UVU!!BP NIP FINDI!!GS 

• 

H7505W:RO:RSI:PCRS:C$·1:R~xx:Rtv1~r:Typist in1tia\s:xx/XX/9~:70J·3Ga·xxxx:C~ No,(Ret or Reret No), 

. . 
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. ' . 

• 

• 

2 

PRODUCT CHEMISTRY REVIEW OF liP [ ..{ EP [ 1 
DP BARCODE No. 'c§Bif .REG./l'il,a Jlymbol No., 3§9CH): .;t 
PRODUCT NAIIE• ~t!AU. Bsc:Za.!::?~'c. iaLalf.t.. EZltf< ye.@:q., 

l. Reviewer• flnl'llk $kPfqu2. Company, Ionic~ In.e, 

3. Type of Submission: Registration ( J Reregistration (v(' 

4. 

New ( 1 Resubmission ( Amendment ( J "ME-T00 11 ( J 
Alternate Formulation ( ] Experimental Use Permit ( J 
Other (Specify) ________________________________________ ___ 

If "Me-TOO" Registration, this product is 
similar or substantially similar to EPA's 

[ 1 
Reg. 

il:i not [ 1 
No., ____ _ 

If not, comment in Confidential Appendix A on the differences 
between the registered and the new source where significant . 

CONFIDENTIAL STATEIIENT OF FQI!!IULA 

s. Type of formulation and the sources of active ingredients: 

6. 

6(a) 

6 (b) 

• Non-integrated formulation system ....................... ( ] 
• Are all technical grade active·ingredients used registered? 
• yes [ ] • no ( ), If no, specify------------------------

• Integrated formulation system ........................... [v( 

Clearance of intentionally added ingredients in the 
formulation for the intended use (indicate in the Confidential 
Appendix those that are not cleared; the PC Codes should be 
provided by the chemist on the CSF for those that are 
cleared) : 

Formulation intended for food use under 40CFR§180.1001: 
• yes ( ] • no ( ] • Some are cleared, others are not [ l 
Cleared under list: • c( ] • d( ] • e ( ] 
Are there any limitations for use as an inert under 40CFR§180. 
1001? 
• yes [ 1 • no [ ] , If yes, specify N/-A 
Formulat}on intended 
• yes [.11 e no [ 1 

for non-food use: 
• some are cleared, others are not [ 1 

6(c) Clearance by the FDA of certain formulations under 21CFR§l70 
to 199. Examples: (a) indirect food additives, such as food 
contact surface sanitizers; adhesives, coatings, paper and 
paperboard products that may contact food in packaging or 
holding; and (b) substances generally recognized as safe 
(GRAS) . 
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DP BARCODE: D211584 

CASE: 019229 
SUBMISSION: S480969 

DATA PACKAGE RECORD 
BEAN SHEET 

DATE: 02/02/95 
Page 1 of 1 

* * * CASE/SUBMISSION INFORMATION * * * 
CASE TYPE: 
RANKING 
CHEMICALS: 

REGISTRATION 
10 POINTS () 
072501 Silver 

ID#: 035900-00002 HYGENE 

ACTION: 675 

COMPANY: 035900 IONICS, INCORPORATED 
PRODUCT MANAGER: 31 WALTER FRANCIS 
PM TEAM REVIEWER: KAREN LEAVY 
RECEIVED DATE: 01/13/95 DUE OUT DATE: 

RESUBMISSION 

703-305-6661 
703-305-6966 

07/12/95 

* * * DATA PACKAGE INFORMATION * * * 

ROOM: CM2 
ROOM: CM2 

01. 05oot 

248 
268 

DP BARCODE: 211584 EXPEDITE: N DATE SENT: 02/02/95 DATE RET.: / / 
CHEMICAL: 072501 Silver 

•
P TYPE: 001 Submission Related Data Package 

CSF: Y LABEL: Y 
ASSIGNED TO DATE IN DATE OUT ADMIN DUE DATE: 05/03/95 

DIV : RD I I I I NEGOT DATE: I I 

• 

BRAN: RSB / / / / PROJ DATE: / / 
SECT: PCRS ~ I I I 
~~=~ I I I 
CONTR: :1. _1_

9
S" '/ I I I 

* * * DATA REVIEW INSTRUCTIONS * * * 

Please review the revised confidential Statement of Formula 
and Product Labeling in response to the Silver RED. 
Attn: Anna Skapars 

* * * DATA PACKAGE EVALUATION * * * 
No evaluation is written for this data package 

* * * ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION * * * 

DP BC BRANCH/SECTION DATE OUT DUE BACK INS CSF LABEL 
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DP BARCODE: D211584 

CASE: 019229 
SUBMISSION: S480969 

DATA PACKAGE RECORD 
BEAN SHEET 

DATE: 02/02/95 
Page 1 of 1 

* * * CASE/SUBMISSION INFORMATION * * * 

CASE TYPE: 
RANKING 
CHEMICALS: 

REGISTRATION 
10 POINTS () 
072501 Silver 

ID#: 035900-00002 HYGENE 

ACTION: 675 

COMPANY: 035900 IONICS, INCORPORATED 
PRODUCT MANAGER: 31 WALTER FRANCIS 
PM TEAM REVIEWER: KAREN LEAVY 
RECEIVED DATE: 01/13/95 DUE OUT DATE: 

RESUBMISSION 

703-305-6661 
703-305-6966 

07/12/95 

* * * DATA PACKAGE INFORMATION * * * 

ROOM: CM2 
ROOM: CM2 

01.0500t 

248 
268 

DP BARCODE: 211584 EXPEDITE: N DATE SENT: 02/02/95 DATE RET.: / f 
CHEMICAL: 072501 Silver 

•
P TYPE: 001 Submission Related Data Package 

CSF: Y LABEL: Y 
ASSIGNED TO DATE IN DATE OUT ADMIN DUE DATE: 05/03/95 

• 

DIV : RD I I I I NEGOT DATE: I I 
BRAN: RSB I I I I PROJ DATE: I I 
SECT: PCRS / / / / 
REVR: // II 
CONTR: I I I I 

* * * DATA REVIEW INSTRUCTIONS * * * 

Please review the revised Confidential Statement of Formula 
and Product Labeling in response to the Silver RED. 
Attn: Anna Skapars 

* * * DATA PACKAGE EVALUATION * * * 
No evaluation is written for this data package 

* * * ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION * * * 

DP BC BRANCH/SECTION DATE OUT DUE BACK INS CSF LABEL 
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DP BARCODE: D211584 

CASE: 019229 
SUBMISSION: S480969 

DATA PACKAGE RECORD 
BEAN SHEET 

DATE: 02/02/95 
Page 1 of 1 

* * * CASE/SUBMISSION INFORMATION * * * 
CASE TYPE: 
RANKING 
CHEMICALS: 

REGISTRATION 
10 POINTS () 
0?2501 Silver 

ID#: 035900-00002 HYGENE 

ACTION: 6?5 

COMPANY: 035900 IONICS, INCORPORATED 
PRODUCT MANAGER: 31 WALTER FRANCIS 
PM TEAM REVIEWER: KAREN LEAVY 
RECEIVED DATE: 01/13/95 DUE OUT DATE: 

RESUBMISSION 

?03-305-6661 
?03-305-6966 

0?/12/95 

* * * DATA PACKAGE INFORMATION * * * 

ROOM: CM2 
ROOM: CM2 

01.0500% 

248 
268 

DP BARCODE: 211584 EXPEDITE: N DATE SENT: 02/02/95 DATE RET.: / / 
CHEMICAL: 072501 Silver 

•
P TYPE: 001 Submission Related Data Package 

CSF: Y LABEL: Y 
ASSIGNED TO DATE IN DATE OUT ADMIN DUE DATE: 05/03/95 

• 

DIV : RD / / / / NEGOT DATE: / / 
BRAN: RSB I I I I PROJ DATE: I I 
SECT: PCRS I I I I 
REVR: // II 
CONTR: I I I I 

* * * DATA REVIEW INSTRUCTIONS * * * 

Please review the revised Confidential Statement of Formula 
and Product Labeling in response to the Silver RED. 
Attn: Anna Skapars 

* * * DATA PACKAGE EVALUATION * * * 

No evaluation is written for this data package 

* * * ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION * * * 

DP BC BRANCH/SECTION DATE OUT DUE BACK INS CSF LABEL 
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United Form Approwd 
ft EPA Washington, DC 20460 
~, CERTIFICATION WITH RESPECT TO 

OMS No. 2070·0101 

DATA COMPENSATION REQUII 1 t::i Approval Exphu 12·31·12 

Public reporting burden for this collection ot information is estimated to average 15 minutes per response, including 
time tor reviewing instructtons, searching existing data sources, gathering and maintaining the data needed, and 
completing and reviewing the collection of Information. Send comments regarding the burden estimate or any other 
aspect of this collection of infonnation, including suggestions for reducing this burden, to Chief, lntormation Policy 
Branch, PM-<?J, U.S. Environmental Protection Agency, 401 M St., S.W., Washington, DC 20460: and to the Office 
of Management and Budget, Paperwork Reduction Project (207D-0106), Washington, DC 20503. 

Please fill In blanks below. 

Company N.omo IONICS, Company Number 
3039 WASHINGTON PIKE 
BRIDGEVILLE, PA 15017 35900 PA 01 

Chemical Name EPA Chemical Number 
SILVER 072501 

'r.e:~ ::: study Cited in support of registration or reregistration under the Federal Insecticide, Fungicide and 
Rodentici::le Ad (FIFRA) that is an exclusive use study.! am the original data submitter, or I have obtained the 
wriHen pennission of the original data submitter to cite that study. 

2. That for each study ciled in support of registration or reregistration under FIFRA that is NOT an exclusive use 
study, I am the original data submitter, or f haVe obtained the written permission ot the original data submitter, or t 
have notWied in wrling the c:ompany(ies) that submWted data I have Cited and haw offered to: (a) Pay 
C:O~T1"!nsation for those data in accordance w~h sections 3(c)(1)(0) and 3(c)(2)(0) of FIFRA; and (b) Commence 
negotiation to detennine which data are subject to the cotrq)ensation requirement ot FIFRA and the amount of 
corrpensation due, if any. The companies I have notified are: (check one) 

[X) All companies on the data submitters' list tor the active ingredient liSted on this tonn (Che·AII 
Method or Cite-All Option under the Selective Method). (Also sign the General Offer to Pay 
below.) 

[ J The corrpanies who have submitted the studies listed on the back ot this fonn or attached 
sheets, or indicated on the attached •Requirements Status and Registrants' Response Fonn,· 

3. That I have previously c:o!T!llied with section 3(c)(1)(0) of AFRA for the studies f have cited in SUPflOrt ot 
registration or reregistration under AFRA. . 

Slgn1u:~ Date 

'"·· O"t ~_p APRIL 11, 1994 

Name end Tille tPieue Type or Prtri1\ • • •• •• 
WALTER J. POLENS, VICE PRESIDENT • • •••••• 

• • •••• GENERAL OFFER TO PAY: t hereby offer and agree to pay compensation to other persons, w~h regfrd tQ the • • • 
registration or reregistration of my products, to the extent required by FIFRA sections 3(C)(1)(0)and 31CJ12l(ll). ··::: ., 

/)_/' _?~.;:__p 
Dele ..... -.: ·::: APRIL 11,. 19Jl.4 •• 

Name and Tille (PI•••• Type or Prlnt!<:::J •••• 
• ••• 

WALTER J. POLENS, VICE PRESIDENT • • • •• • 

EPA ~orm 8570·31 {4-iOJ 121



• 

• 

• 

• 

~IDDICS P, 0. BOX 99, BRIDGEVILLE, PENNSYLVANIA 15017 
PHONE 412-343-1040 FAX 412~257-1270 

IDNIC:B, INCDAPDRATBD 

!!!ICl.Qil!m 

PIWlB 5 llli!!PaiS8. SILVER AND <niPOiliUlS 
CASE 110. 4082, CllliMICAr. 110. 072501 

BPA HBG. 110. 35900-2 (IWIUFAC'l'URIIIG USK I.'ROilUCT) 

(1) OUR C<»fl?LE'l'Eil AP!>kiCATIQ!! FOI! REGI.!ITMnoH EPA POll!! 857Q-1 

( 3) C<»fl?LETIID Gl<l\'l::IH.c;M:!Q!! la.TI! ll!i~~ l,'Q DA'J:~ <;QioU'j;:fj$ATIOI! 
ll!iQ!,IJ~S EPA FORM 857Q-31 

( 4) FIVE ( 5) COPIES OF OUR REVISED DRAFT LABEL AND LABELING 

( 5) PRODUCT QUALITY CONTROL PROCEDURE USED TO DETERHIIIE THE 
PERCENTAGE OF THE ACTIVE INGREDIENT SILVER. LABEL CLAIM 
PERCENTAGE IN THIS PRODUCT IS A ~J.!!AI. COIICBHT!ll\TIOI! 
AS REQUIRED BY THE AGENCY. 

• ••• • • •••• 
• • •• •••• • 

• 
• • •••••• • 

• • • • • •• •• 
• 

• •• • • • •••• 
• ••• • • • •• • 

• ••••• • • • • • 
• ••••• • • •• 
• •••• • • • •••• 
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.. .. nu•" L~~· 

(A) 

&EPA 
IJnfted Strdaa Environmonlal ProtDcllon AQoney Registration """'"" Office of Pfllllcidt PI'Oflf'MII (H7!05C) f-

Wuhlnglon, DC 20480 Amendment 
Application for Pestlclds: t:l: Other 203034 

I'· ; I·· JOHN H. LEE I'· 

I•· Com--(N ... ) IIYGENE BACTERIOSTATIC l""~u !II- o ... -.. 
WATER FILTER MEDIA 

Is. Nama andAdchl• of Applicant (lncludtiZJP Codtl} 
IONICS, INCORPORATED 

G. . .m 
(b)(l), my product Ia similar or Identical in composition and H 

3039 WASHINGTON PIKE to: 
P.O. BOX 99 
BRIDGEVILLE, PA 15017 EPA Reg. No. 

D Chtlck HriNM aniW' -**au Product Nama 

~·· 1-- Amendment - Explain babw Final priMtd Iabeii n reaponso~a 
I- Resubmlasion in f'Diponse to Agency latter dated I- ~~ 

' !. 1-- Noli!"ICOiion-E~ baklw. 1;-
"Me Too• Appifc&llon. 

••Tnu_!O.R 
1- Olher • el!Pialn below. 

• .......,., II.) 

EXPEDITED AMENDMENT IN RESPONSE TO THE REREGISTRATION ELIGIBILITY 
DOCUMENT FOR CASE NO. 4082 SILVER AND COMPOUNDS • 

! • nlll 

I'· 
' I""" ' ,.,~~k @v .. · f! v .. r v .. 

t! No ~~ No Glan 

No. per I!:>: .. .- ""·""' ·-• C.rtllicBI/onmus/be 1"•;
4 

LB. '"';""""' """- ""'" i 

• ' , •. I I'· SIU{•).. .... . '@i~:l.l lxlca~ D 12" X 1211 X 1311 
o ornd~• 

I'· M"'""" Wh<h Labell• noerodua 

r:x~ Do""' 

INamoWALTER J, POLEN$ 
[Toile Area Code) 

VICE PRESIDENT 
JOHN D. COLLINS MANAGER, LABORATORY (412) • 

I I•· ; . :•: 
1 certify !hat lhe slaloments I have made on lhls fonn and all artaohments thereto are truo, cccutato end complete. 
1 acknowledge thai any knowingly talso or miPOadlng etalilmWII may bit pUnishable by fine or impri&onmenl or • ··::: 
both under applicable law. • • • • • ··:·· • • ••• 

I'· (3. T .. 

~j)+=i.. . /'YP 
• 

VICE PRESIDENT • •• • • • •••• 
I'· TypodNomo 

POLENS.__) 

. Oaio •••• • • • •• • 
WALTER J. APRIL 11, 1994 

Wh" ""' "~ """' 
Yoi!OW· ,,<»iii . ....... 123



PAP£1110111( IIBJUCTIGII ACT IIOTIC£ and IIISTIIUCTIOIIS 

PAP£IIIIOIItC REDUCIIOII ACT lll[IC£: Ntlfc~_reportll'lll:lurdln for·tftfa collection of fnf..-tlon Ia •tl•hd 
to...,...... 0.15 how" per ,..,..,.., lncludlnct ·tf• for rwfMI'll f•ttwt:IGM. Mlll'dllnt ubtlngjMta:...--; tftMrlng a 
•lntalnfno,u. ct-t. nasdld. lnd c:capletlna ..t ....,,.,!ll~,tlle collectfiWI of lnf..,tlon. lend c.~~M:a ......-dint the....,.. 
•t;l.ate or~.rJ ttMr MpKt of thfa coll.ctl(lft of fnf..-tfon, fndutfno -...-tiCN for recb::fl'll tMa RUdin, tO Gild, • 
lnfcnatlon Pol fey lr.nch, Fll·223, U.l. lrWf~al ~lon-AelncY,- 40f 11 ltf'Ht, 111, u.hll'll«<n, DC 20460; lnd to U. 
Office of Inforatfon *!X' Rqulatory Affair~, OfffC! C)f ~-•,arrnt_ .- ..,.t, UHhlnaton, oc ZOSCD. , , 

INSJBUCTIQIIS: Thla fora b to be UMd fw all apptfcatf ... fOr nw ngfatratlon, end UN ,..,...fatr.tfon, a..dllnt, 
,...._. .. ton, to lllPl fcatforw for nDtlflntl-; fiNI- prlnt«< lDl lne, ,..,..latratlon, ete. In ~ to preceN .,.. 
...,llc.tfon fw a .,., f'tllfatratfon .-ttted on thfa forM.. the foUOIIfftl .n.rlal -t accollf*l')' the ..,., lc.tlon1 

f. certfffc:atfon 1tlth hepiCt to Cfutfon of IMtll (IN fCJtW 1570•29). flf not Ufllll)ted by 40 CFI f52.1f (b) (4)); 
2. CGnffdlntlal It~ of Forw.da (IPA Fora 157'CH>; 
3, FOIWI\._'• EHIIptfon It~, UPA fora amt-27>:" 
4. rive copf• of chft IDlfl'll; , 
s. nra capln of _, cMa .-.u..t; 
6. AuthDrf:utfon lett.,..._.. IIIIIPllcMI.a; 
7. Matrfc. .,.. ...,t labl•. 

W.lnlon of Lllbellng • LDllne lhould ffr.t be .U.Ithd fn the forw of draft lllbela vlth all ewlle~~tiOM for '*' 
.... fatratlon. SUdt chft l•fa -.y b. fn the foN of typed libel text on 1.5 X f1 fneb P1PW or a .cb.p of the prGpOMd 
lllbel. If pr.,.,...f .. aiiOCblp, ft shoYtd be CCNtnated fn MICil • a.y M to f~~eflftata ator• fn M 1.5 x U fncll ffl•. 
~ t•l• aiDRiffc.ntly -lltt than 1.5 • 11 fnehU"tlloU{d be -mad on 1.5 X 11 lndt peper for .-t'ulon. 
Waf• of Dllta .. Data Mialtted fn .....,n Of tflfa wtfcatf'!" -t be-.u.ttted fn IICCotdlia vfth N 110tfce ""'· 

SPECIFIC IIISJBUCTIQHS: ,._ ,_,the l•tiwtl ... llated below before CG~pt.tl,. tttla wlfutfon. rlrst 
dete,.ine the tYIM' of realstratlon ~~etlon; llshcUn lied:'' A, for Wtldl yoo s.-. ..-lttfro this appllutfon. ror 
spplic.tiOM ...-ftted fn comectfon ultb Melt Registration ~~etlont, S.Ctlons 1, Ill, snd IY .. t be CCIIpletld by tbe 
appl lcant. ror applfc.tl ... sublftted In COl'IMCtlon vlth a.rdld rqlstratfon actfom, retnbllulont, notlfle~~tfom, 
rareglstrstlons, ate., SCictl ... 1, II, snd IV -t be CGIIIPleted b'f tbe ,...1 fcant. 
ll«t A~ Check the sppraprlete .ctlon for Wtlch yau .,.. stbllttlna thfa font. 

~ This MCtlm .. t be c~et_,, u Wltoabts, for sll ntlstretlon KtiOM. 
lbibl:r • II'IMf't your ~ .....,., If DM hu bHn ... ltr*f by EPA. lhls ......t.r _,. baw bHn ... lgned 

• bMfc rqlstr.nt, a dlstrllutor, or u .n atabll"-"t. Jf your procllct Ia reglsttlred, ii'WMt tM Jlrod&t 

2, liN.~...._,.~ If know~, fill fn the,_ Md PM IUIIber of ttHt EPA Proci.lct Menql:r. 
3. frill rurf ICl-fffcatfm ~Specify the prCifJC!Hd cl ... fffutlon of this pr«U:t. 

• 
4. Ptod.lct ._ • Enter the ~·t• proclet ,_ of thfa PHtlcldl • It Ifill llfiPHr on the libel. The ......,. ..t be ,. 

apec:fflc to this procb:t only. lkfll lcetfon of ,_. fa not ,.,..ltttd ..,..... ~ts of the HM COIIIIPM"Y. Do not fncludt -
II'Pf brent ,_ 01' ~ liM dHiptiOM, , 

S • ._ ... AIIHr.a of _.fc.~t • TIHt,... Of the ffni or parson Mel .tdffta ahoYn fn your applfcetfon fs the person or fit. 
to .n:. the ntlstratlOn Ifill be lsiWid. If yau are actlnra fn bthalf Of MOther, perty, you .. t .w.ft Mlthorfutfon f~W: 
that ,.rty to ect for tMa fn retlstratlon •tters. An applicant not resfdlt11 In the united Stat• -thaw sn 
aatborhld soent resfdlfll fn the united Statu ,tO _IICt for thai fn sll reufstratlon •tten. The n.e .- coarple:ts •fll,. 
eddrua of such .... ...,t .. t IICCIIII!IpM¥' tttls applfcftlon. 

6. Elpedft.a ...,.., - FIFU uctlon 3 (c) .J fl) provfdH'for upldltld review of epplfcetfona for reglatration, or -dlllnta 
to ufstlnt reslstratlons, that are sfallar or Identical to otMr pHtlclde prockacta tbet are curNintly reglatared .. lth 
the EPA. In ~ for your applfcatiGn to._ sllgfble for .,.p.dlted rwfew, you .. t provtdl ua .. lth tiHt EPA Registration 
!lulber and proclJct ,... of the proc*.lct you belf...,. fs sfaflar to or fdlntfcel to your pr-oc:lJct. lbtt prociJet -t be 
sllsfhtr or lckntlal fn bottt for.~lstfGn en:l labeltd ..... 

~ lhls taction .. t ba c.ptsted for all appllcetlona for RealatrotiGn ectlllr4, I.a., • 
.__too,• ...,...latrstlon, etc • 

••• • • • • • • • 
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United States Environmental Protection Agency 

Washington, D. c. 20460 

DATA CALL-IN RESPONSE 

• •••• • • • •• • • 
• • 

• • • • • 
- f"Cl':J"" ~ -· 

FOI'II Approved 
• • • ·a wo. ~ne-~Tor • • •• •• • • • • • •• ·21~7 • • • • 

''9 

• 

• • • • • ••• • •• 
• •• • •.prov\l.txl'i.l"fl 03-31-96 

INSTRUCTIONS: Plene type: or print In Int. Plnse read carefully the attached Instructions and 8\JI:IPIY the infon~~~~tfon requested on thla forM. 
Ule eddltfanet aheet(a) If neeesury. 

1, c~ t'lllll'e and Addresa Z. CUI f and M- 3. Dlte and Type of oct 
IONICS, INCORPORATED 4082 Silver, and cmpds. PRODUCT SPECIFIC 
3039 WASHINGTON PIKE 
BRIDGEVILLE PA 15017 

4. EPA Product s. I wleh to 6. Generic: Data 7. Product Specific Data 
Registration c:anc::el thh 6a. I 1M c:t~~~~IJIII a Generic: ! ~: I qrH to aat 1 y Gene:!~ :•· My~~!.!~ a MUP ~~ ~: My ~~!, ~! WI Et.N> and product regis· Data EltMptlon because I Date rll!!q.Jireaents H Indicated I ttgl"ft to aatfafy the I'IJP I esree to ntlafy the EUP 

tretfon vol~.r~- obtain the .ctfve Ingredient on tM attadled fon~ entitled requfrf!llehtl on the attached requlrewenta on the attached 
tarlly. ft"'OII the IIXM"CI EPA ntla· 11Req.~lreaenta Statw and fom entitled "Req..~lre.ntl forM entitled "Requlre~~~mts 

tratlon I'JI.IIIt»r llated below. Reg latr.nt' a tteaponsa." StatUI and Reglatrlll"'t'l Status and Reglatrmt's 
Rnponae. 11 Response." 

35900-2 N.A. N.A. YES 

a. certification 9. Oate 

1 certify that the stat_,ta IMide on thla f~ and all attechaenta INt true, accurata, and c:c.plete. 
t aeknowledp that any knowingly htsa or 1111aiHdlng statfllllnt lillY be pmlshlbla by fiM, l..,..laC!I"'MM'1t NOVEMBER 24, 1993 
or both 1.111itr appt !cable law. ...-::;1.._ 

..-? £) 
Signature end Title of C~'a Authorized Representative /_ 

10. NM!e of conpmy contact ") II. Phone WUI'ber 

WALTER J, POLENS, VICE PRESIDENT 412-343-1040 
----- -------- -····----------
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• • 
United States Environmental Protection Agency 

Washington, D. c. 20460 

REQUIREMENTS STATUS AND REGISTRANT'S RESPONSE 

I. C:CIIpllnf ,_ W Addl"us 
IONICS, INCORPORATED 
3039 WASHINGTON PIKE 
BRIDGEVILLE PA 15017 

4. Gutdtt lne 
ltequl rt!llllnt - 5. Study Title 

2. case 1 end •-
4082 silver, and cmpds. 

EPA Reg. No. 35900-2 

Prcveu I'· Use 
Reports Pstttrn 

I , I • 

1 certffy tbet the statements ada on this for. .nd all attachlllentl ue true. Kalf"•te, tlrd c""'lete. 
) acknowledge ttt.t any knowingly fol .. or •lslftdlnt atltiiM!flt MY be pmllhlble by fine, IIIP"I•~t 
or both ll'def' ~ppt lcllble \at~. 

" •• 

• • • • •• • • • • • • • • • • • •• 
on requestfld on 

7. Teat 
smttance 

3. Oete and Tn- of OCI 
PRODUCT SPECIFIC 
IDI 35900-RD-3186 

a. "• 
"-

9. Registrant 
ltesponse 

NOVEMBER 24, 1993 

7 
'7. 

.." --

Authorhed 

I I WALTER J. POLENS, VICE PRESIDENT I 412-343-1040 I i 
I' ,. 
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United States Environmental Protectiori Agency 
Washington, D. c. 20460 

REQUIREIIEIITS STATUS AND REGISTRANT'S RESPONSE 

use addition.\ 

f. c~ .,... n Addtfl• 
IONICS, INCORPORATED 
3039 WASHINGTON PIKE 
BRIDGEVILLE PA 15017 

4. Guideline 
Requlr_,t -· 5. Study Title 

2. c .... end ..... 

,•,>;, 

4082 Silver, and cmpds. 

EPA Reg. No. 35900-2 

Pro;re'IS 6. Use 
Reporu Psttem 

I - -

• • • • • • 

T. t .. t 
stAJt;tance 

• • • • 

• • • • •• •• .......... sm-•"' • • • • • • • • ·0057 
• • ~l.E.Ires 03·31·% • • • •• • •• • •• • 
on 

3. Dete and T~ of OCI 
PRODUCT SPECIFIC 
IDI 35900-RD-3186 

a.,, .. ··- 9. R~lstrlll'lt 
ltupom:e 

·~ 
- ----- 7 

----· I 7 8':· jft6dl~f ~ :7 
~ " ,. . 
8 mos. 7 

· +'"S.mos:,:l' :. ·· ? . 
.7 
7 
1 
'f 

.,-. 

7 

' ~--

NOVEMBER 24, 1993 
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United states Environmental Protection Agency 

Washington, D. c. 20460 
REQUIREMENTS STATUS AHU REGISTRANT'S RESPONSE 

• • • • 

• • • • • • • • • • • • • •• 

••••• • • • •• • • • •• • • 

• •• •• • • • • • • • •• • 

• • • • • 
:·: Pag~ 

Font ApprO'Yftf 

"''lfJ 
I 

3 of 3 I 

oa No. eno-o1or 
• : ! Ji70·0057 
Awr&lal. Efplres Ol·JHt6 

•• • 
lNSiiWcliOMSz l'leUi-t}'pt 01---prlnt In Ink. Pleuiii i-Md eerefUtlY the ett8dietflrwtrueHCN end iitW!y the liifOI'IIItlcn i-~tedOn thlii iOMIII. 
U.l! eddlttontl eMet(t) tf neefllllr)'. 

1. ~ nMie rd Adchet 
IONICS, INCORPORATED 
3039 WASHINGTON PIKE 
BRIDGEVILLE PA 15017 

4. Guideline 
Requf tetlllltt - 5. Sttdf lftle 

2. cue f and w ... 
4082 silver, and cmpds. 

EPA Reg. No. 35900-2 

Progreu 6. Ut.e 
l:eportt Pttttrn 

I 3 

7. Telt 
Sl*lltanee 

.81 "'4"c'l''i·')f§;j!f~;l;%''1 '.:'Piflii!YJ.mHilHio\mllil>(ff;J~I"i.'i' Alltltil!l'GHIO:K'""'O MP~J;p:.:, ··' . .... ···- ----- ... -." .... -·- '"'''·' _,. ····"·"'·· --~---~"-·-'···-~-'-""'·--~"f'!'! ....... ];;._, ___ _ 
81-5 Prf•rv dlt1111l frrftMicn <1,2) ABCDEFGHIJKLMNO MP/EP 
"1'"~""'*'-"''''' , o""'''"'iii\11''~''"1~""'/''"''''' ., .. ,,, AllcoBF<lHIJ'"-•n M~~~~··· o · )t:J f,'!ilf:.-.?·'/;1~?-~:><c· .. -,.., ·~F _,_. ,_-~,z~,l, ~:s:·):.:·,-;<:>'.;(,.h>-,·--·~·-, -----".: .... , . __ ~v _rr. ,~_c: 

oat• 

3. Date end T)'J)I of OCI 

PRODUCT SPECIFIC 
IDI 35900-RD-3186 

:,-::.' 

a. Tl• ,,_ 

-.t;.<S,;jiOS: .a·· 
8 mos. 

-:. S -''JdOEfr: 

9. Rttletrent 
•••pons• 

'7 -·-' ' 

7 
7 

fnftTiiit to lndle.te-CertTifciiiHOn_;iiii_to lnf0t1111tfon on thf• pero 
Uut1 t••t of certfffcatfon I• on pep ~)./ 

~ t?:O 
NOVEMBER 24, 1993 

<...t~ 

,_,. 
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Reyiewer ID 
,'.2~<7~; ~' . ·' 
Submission No. 

Data Package No. 

WDI~ FORti FOR APPLIO..TIOOS fOR REGISI'RATIOOIIIHENl::MENIS 

file Symbol/Reg. No. 3£'1D()-Z. PH.31 Action Cede /o7'j 
1101 Descriptor (Amend/Resul::misions onlyl 8: J'YLb yfl-h .- N '¥fJ071&e-
l5 I Intrastate Call-in I I (Y) Yes llS! Child~resistant I j(C) CertifiCation 

Packagirq 
I I <Nl No 

1201 Registration Type: 

··l:j {1) Conditional I / (2) Unconditional 

I25(Pro~·sed Classification: J30! Final Classification: 

I I (Rl Restricted I I (Rl Restricted 

U (Gl General ~ I <Nl Not Classified 

I3S! Date on Application: I041 EPA Received Date: 

1 a-HI ()tJ 7!'1 I 1 £?, t.f I o ,~o 19,:;1 
1'0 DAY 'iR I qp DAY YR 

jSOj Method o< Supp:>rt' 

U {1) Cite-All I I (6) Owner Sub::nission 

L_j (4l Not Applicable L.f (7l Total Sul:mission 

I (' (Sl Not Suhni.tted L.J (Bl Selective Hethcd 

Reviewers Requested: 

CH 

EF 

PL 

DEB 

NDEB 

TB 

EEB 

EFGB 

I 

DATI: 
srnr 

. . 
OJE 
DAn: 

I 
I 
• 

I /(5) Service Person 

I I (Rl Non-residential 
Use Only 

/ I (Nl Not..:Al?plicable 

140! Date Received by PM 

1 a ~a ol ?1£f I 
.... m D.h.Y YR 

RE~E RE5FC:t'!SE 
CCDE DATI: -

I 

I 

• 
I 

I I 
i 

·--··· 

Iilli fiNAL Respons<l<>'f 
Cede _ _,7C.!_ 

ll20j ResponsE I rni JN:1: 'It ACT!Ctl 
MJ DA.Y' 'ffi 

75-DAY RESFOOSE o:JE Il>\TE: L./('i) Yes /- I(N) No 

I 
I 
! 

I 
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Subject: Request to Issue a Notice of Intent to Suspend !NQITSl 
to Registration of Silver Products for Failure to Respond 
to the Silver RED a-month DCI as Required under FIFRA 
Section 3 (c) (2) (B) . 

FROM: Suanita Wills, Chief 
Antimicrobial Program Branch 
Registration Division (7505C) 

TO: Frances Liem, Chief 
Laboratory Data Integrity and Compliance Branch 
Office of Enforcement and Compliance Assurance 
(EN-342W) 

The Antimicrobial Program Branch (APB) requests that a 
3{c) (2) (B) Notice of Intent fO Suspend {NOITS) be issued to those 
registrants of Silver products who failed to respond to the 
required 8-month Data Call~In (DCI) Notice in the Reregistration 
Eligibility Document {RED) for Silver, Case 4082. 

The Silver RED required that the registrants of pesticide 
products containing Silver meet certain data requirements to 
maintain continued registration of product(s) . 

The registrants listed below were sent the Silver RED upon 
issurance August 8, 1993. As of the date of this letter, these 
registrants have failed to respond to the 8-month DCI. Certified 
mail receipt cards (green cards) were received from all 
registrants who were mailed the RED. Submitted as an attachment to 
this memo are copies of each registrants' green card showing 
receipt of the Silver RED document on or near August 12, 1993. 

The a-month DCI response required submission of an application 
for reregistration, a Confidential Statement of Formula (CSF), 
Certification Form, revised labeling, and submitting or citing, 
product-specific chemistry and acute toxicity data. ~ailure-t~ 
adequately respond to the a-month DCI for this RED is a basis for 
the Agency to issue a NOITS. 
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If you have any further questions reg~ding this matter, 
please contact Karen Leavy at (703)~305-6966. 

Attachments 

cc: walter Francis 
Marshall Swindell 
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APB requests that a 3 (c) (2) (B) NOITS letter be issued to 
each of the registrants listed below'for·failure to respond to the 
a-month DCI for the Silver RED. The registrants' complete name and 
address and registration number, is provided as follows: 

1) 

2) 

3) 

4) 

5) 

Registrant: Pazianos AssoCiation 
Agent FOr: Everpure, Inc. 
1338 G Street, SE 
Washington, DC 20003 

EPA Reg. Nos.: 2623-4 and 2623-5 

Registrant: Barnebey & Sutcliffe Corporation 

EPA Reg. Nos.: 58295·1, 58295-2, and 58295-3 

Registrant: BesTech, Inc. 

EPA Reg. Nos.: 37589·2, 37589-4, 37589·5 and 37589-6 

Registrant: Ionics, Inc. 

EPA Reg. Nos.: 35900-2, 35900-3, 35900-6, 35900-7, 

35900-9, 35900-12, 35900·13, 35900-16 and 

35900-18 

Registrant: National Safety Associates 

EPA Reg. Nos.; 44751-1, 44751-2, 44751-3, 44751-4, 

44751-5, 44751-7, 44751·8, 44751·9, 

44751-10, and 44751-11. 
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r-----------------------~--------------~------------------~----------------------------------r---~~~Q~Qo_~~=-v~~--~3~~ 
United states Environmental Protection Agency Fon~ ~owd "" 

Washington, D. c. 20460 CIIB No. 2070M

0107 

REQUIREMENTS STATUS AHD REGISTRANT'S RESPONSE Approvel~;:703M31 M96 

Use adell tiOMI 

2. case 1 n ... 1. CCIIfPI'I'IY name and Address 
IONICS, INCORPORATED 
3039 WASHINGTON PIKE 
BRIDGEVILLE PA 15017 

4082 Silver, and cmpds. 

4. Guideline 
Requf reeent 

''""'" 

61-1 
6l...;:t{al·· 

6l-2(b) - - -_, --

62-i 
~2-'2 
62-3 
~3';2 . 
6:3-3 
t;:l,-4 
63-5 
fij"fi 
6:3-7 

5. Stucfy Title 

prcdJctfon & forMation 

->Pt6C~' 
Dlscuuion of fol"'lllllltfon of 
·;:~~-~ti*''' . -- ,_, _ _, 

Prelf11frwry analysis 
Cti-tlf:~~tl~- Of -(~!iltU(_-_· 
Analytical 111thod &"iiit' -- . ·- ,_, 
Physical state 

""""·. Melting point 
'iiOi)~~:Pc)i'ttt' 
Density 

(1.3) 

C\,4) 
.. •t)ifi 

"' 
(6) 

>{l!F 

EPA Reg. No. 35900-2 

Progr... 16, uu 
Reports Pattem 

1 I 2 I 3 

I certifY that the sUtements llede en thts font and af l sttaeh.nts are true. IICCtll"ate, end COIIplete. 
I acknowledge that llllft knowingly false or atsfMC!fng stlteraent lily be p.nflhllb\a by ffne, fapf'faon~~et~t 
or both U'lder appf feeble lev. 

WALTER J. POLENS. VICE PRESIDENT 

• • 

7, Tnt 
Stbitllf'ICe 

~ 

3. Dote and Type of Del 
PRODUCT SPECIFIC 
ID# 35900-RD-3186 

8, TIM ,, ... 

00 

9, Registrant 
Response 

0 •• 

• • • 

., 

NOVEMB!M!2~: 1991··· 
• •••• • 

• •• • • • •••• 
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United states Environmental Protection Agency 
Washington, D. c. 20460 

REQUIREMENTS STATUS AND REGISTRAIIT'S RESPONSE 

2. Cue #I and Mlllllt 1. caoapeny Male and Address 
IONICS, INCORPORATED 
3039 WASHINGTON PIKE 
BRIDGEVILLE PA 15017 

4082 Silver, and cmpds. 

4. Guideline 
Requf l"tml!!l'lt . .-, 
Gl-8'"'' 
63-9 
63-];() 
63-ii 

63-12 
:,6,~":1,3,. 
63-14 
~.3•15 
63-16 
6.3>"'17 
63-18 
.GJ-,19. 
63-20 
'6'3""2:1. 

"''''' 

5. Study Title 

so!~l!ii) _......., ... 
oi·~·ratf'~·-ccn.t~ 
oetenol/water partition 

· co.ftfc:ient ---
pOl 

• .• ~t ... llf<i• .. 

(8) 

(9) 

OXldlzlng or r«b::f,_ K:tfon (10) 
'" f:{lliliaObJ(t~_ -,:- ·" -·- -- -·(_,,) 

Explcdebllfty (12) 
·s·t~"•t:_iibft nY-
Viscosity 
_Mf.i'ibtllty 
Corrosion cherecterfstlcs 

(13) 
---_'(;4) 

Ofe\~tft4F~l~~~o ;f15i 

;~:~-t.t¢r:.::::.-dNt-~c----

· ~!~·~l'r:~Oit-ei~·r•r. ..:; _:'.f1}~;:sti-, 
ANte de,...l (1,2,37) 
"' tOift'j~-~l'tlf(f(:'" ' 
Acute trileletfon tox.tctty-rat (3) 

EPA Req. No. 35900-2 

Progrea.a , •• U.. 
Reports Pattem 
,...--,-

• 

7. Test 
substenc:e 

M 

2 of 3 

fOf'M Approved 

OMS lfO. Z070•0l07 
2070·0057 

Approval Ellpfres 03·31•96 

3, Dete and Type of DCI 
PRODUCT SPECIFIC 
ID# 35900-RD-3186 

a. rfae ,, ... 9. Registrant 
Retponse 

7 

7 
7 
7 
7 

··~~~t~s······? 
8 mo.'t, .. 7 ... a· mot~ -·· _.•' -7· 
8 mos. 1 

7 

7 

NOVEMBER 24, 1993 
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United S-tates Environmental Protection Agency For~~ Approved 

Washington, D. c. 20460 
tiS Ito, 2070·0 107 

REQUIREMENTS STATUS AIID REGISTRAJIT' S RESPONSE 2070·0057 
Apprcwel Expires 03·31·96 

JIISTRUCTJONS: Please t)"PPI or print In Ink. Please reed carefully the attacMd lnstruetlon& and 1upply the lnfor"Mtlcn r-equested on this forra. 
Use fld::tltlonal sheet(a) If necen1ry. 

1. Colrpeny name and Address 2. C..e t end NB~~e 3. Date and T)"PPI of DC1 
IONICS, INCORPORATED 4082 Silver, and cmpds~ PRODUCT SPECIFIC 
3039 WASHINGTON PIKE ID# 35900-RD-3186 
BRIDGEVILLE PA 15017 EPA Reg. No. 35900-2 

4. Guideline 5. Study Tltlo ......... ..... 7. Teat 8. TIM 9. Registrant 
Requlrii!IIIM'It Reports Pattern SUbstance ,, .. Response 

'""'"" 1 2 3 

'81-4 PriMary .ye,'fN;liidCrt~t-fi-:(~t: : ,''<<' i'i; 1,':: << 

···-----: Alll:!liEPGHIJJ.IUINO !!!!/!!!" a_ •os ___ .. _ 7 <. < 

81-5 Prh•ry derMl Irritation (1,2) Al!cDE'F'ailfjfuiNo MP/EP 8 mos. 7 
81-6 Dilrmtl siMf'diadofi': .-,,) .;_8'; -:· ', l\BCliEFGHIJJ,IUINO MP/EP ;--s: -m:os ~- .., 

• •••• • 
•• • • •• ••• • • • • • • • • • • • 

•• ••• • • .. • .. • • .. .. • ••• • • • .. .. 
• .. • • 

Initial to Indicate certfffcatfcn as to fnfonnatlon on this pqe Date • • 
<full text of certification Is on page~ !?'?::::> NOVEMBER 24, 1993 • • • 

T "" I •••• 
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IDDICS 
ICJNICtBo INCORPCAATIIICD 

&RIDGEVILLE PLANT 

P.O. BOX QQ, BRID6EVILLE:, PENNSYLVANIA 15017 

. •.••.. < HYGENE MARX I . 
· Bacteriostatic Water Filler Media 

HYGENE MARK I BACTERIOSTATIC WATER FILTER MEDIA 

Removes objectionable tastes, odors, and color 
from treated municipally supplied tap water 

Inhibits the growth of bacteria within the filter 
media bed 

WHAT II I§ AND HOW !T WORKS 

The physical characteristics of HYgene Mark I Bacteriostatic Water Filter Media ar. 
aom..,.rable to those of granular activated carbon, upon which a silver coating has been • 
"'1115eposited. Gar ben was chosen as the carrier material because of its exceptionally high 

available suril.ce area for the deposit of silver, and also to perform the usual functions 
of an activated carbon filter media by removing the many impu:ritles often found In potable 
water supplies such as turbidity, suspended solids, chlorine, and objectionable tastes 
and odors. 

Silver, which has been chemically plated onto the activated carbon, is the Bacterio
static agent In HYgene Mark I Bacteriostatic Water Filter Media. A Bacteriostatic 
Filter Media is one which will Inhibit the growth of bacteria within the filter bed. 

Since ''potable" water can, by law, contain a certain number of harmless becter!a 
indigenous to mun!ci..,_lly treated water, the potential for a build-up or growth ofthese 
bacteria trapped within the l!ltering medium does exist. 

• The low level of bacteria In tap water along with organic compounds normally 
present In a water supply become trapped In the filter bed medium. Alter a period 
of time, the filter bed will contain considerable number of bacteria and In the pre
sence of the organic compounds, wbich becomes a source of nutrients for bacteria, 
this filter becomes a breeding place for bacterial growth especially during non
flow periods when the water is not in use, such as overnight. 

:trnO MAY USE IEJS PRODUCT 

HYgene Mark I Bacteriostatic Water Filter Media is to be used only for manu
il.cturing or il.bricat!ng bacteriostatic water filter products !or home use. Filter 
manuil.cturers or formulators who use this media are r,esponsible for providing 
data to the United States Envlronmen~l Rrotectioll::l\.gep~y to support the re-

• • • .. 0 • .. ... 

gistration of their products. : •. • • •! :. •• • 
•• • • •• • • • 

•••• 
See ~e:r:;e $J,~e ,: : . .. . .. ':. . . . . : 

• • • • • •••••• ~ . . .. . .. 
•• •• 

• • 
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~~~~~----------

HYGEN!': MARK I BACTERJOSTA "'IC WATE..R. F1LTE3. MSDTI\ PRODUCT DATA 

DIRECTIONS FOR USE 
GEN!':RA L C L!\C':'IF1CA TI:JN 

It is a violation of Federal Law to use this product in a manner 
inconsistent with its labeling. 

P.Ygene Mark I Bacteriostatic Water :Filter Media requires an initial rinse before use 
to remove excess carbon fines and entrapped air. This rinse rate should be propor
tionate to a bed of 0. 25 lb. media, at a flow late of 0. 5 gpm for 15 minutes. Fol
lowing this initial rinse, the inservice flow rate is not to exceed 15 gpm per cu. ft. 
of media. Bed depth must be at least twice the diameter. 

SP ECI FiCA TIONS 

-· INGREDIENTS 

ACTIVE INGREDIENT INERT INGRSDISNT 

Silver (as AgN03l - 1.05% Activated Carbon - 98. 95:S 

STORAGE 

Store in closed container which excludes moisture and chemical Lmes. 

MESH SEE 

-· 12 x 30 U.S. Sieve Series 

WEIGHT 

30 Lb. Per Cubic Foot 

• • • •• • • • • • • • • ••• •• • • • • • • • • • •• • • • .. •• • • • • • •• • ••• 

•••• : :. : : 
•• • •••• . . .... 

• • 

PACY".AG!NG 

6 Cu. Ft. Fiber Drums 
1 Cu. Ft. Carbon 

SEIFPING POINT 

Bridgeville, Pennsylvania 

I 

' 

A-11-1 • •• • • • •• 
: .. . . : .. 
• • • • ..... 
•• • • "!'!'' v ' -139
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• 

IonJcs, Incorpcrated 
P.o. Box 99 
Routea 519 5: 50 
Bridgeville, PA 15077 

Attention• flialter Polens 

Gent.leaen• 

Subject• Byqen~ Bect.erioatat.ic 
EPA Re9iatrat.ion &o.• 
Aaendaent. Application 

Wat~r Pilt.~r ~dio 

15900-2 
Dat~r June 12, 1981 

11. preliDinuy reYie,., of t.J,e SQbject application has been aade. 
befor~ the aaendsent. can be procea£ed further, clarification iE 
following r*9ard. 

J 

However, 
nee~~rl in tte 

(a} Please ezplain if l.OS\ as doclared o~ the label is tbat cf •silver~ 
or ia it •&ilver nitrate Your label accept~ October 29, 1975 
dPclared •»et.allic silver - - - 1.05\.• 

(b) la it the a.-.e product? Pluae clarify. 

(c) If your lab~l declares •silwer• fro. •ail~er nitratE• the~ you may 
declare: no aore tN:lD 0.67,. bf'lain wby yo1.1 viah to change yo1.1r 
foraul•tic:~? 

Sincerely, 

Jolm ti. Le~v-
Product. er (31) 
Diainfecta ts Branch 
Regi•trotion OivJsion (~S-767C) 

EPA:TS-767C:JHLEE:46073:1725A:479-2018:7/6/81 
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Record Number if.· 3 if~ / 

CODIIIG ;c•~ FOR ~P•L!C~T!C:IS FOR RE~IST?.AT!ON/,l:<E'ID~DTS 

Re ferenc: c :lumber·-:::".::.Z:::;-,--
Input Date 7-_,~(-<r; 

[i] Ftle SymboJ/Reg.No.._"i5frfrJ- r2 [i]PM c3 I (!JActlnn codec.5::1d 

S.Intrastate C.ll-in I I (Y)Yes 

t::jt:) (N)No 

7.Child-resistant Packaging: 

I I (Y)Yes I I (N)No 

9.Proposed Classification: 

. I I (R) Restr1 cted 

!.Registration Type: 

1-----1 (l)Conditfonal 

lO.Ffnal Classification: 

I (Z)Uncondftfonal 

I__/ (R)Restr1cted I (10Not Classified 

I I (G)General ., < I I (G) General 

[ii) Oa~e on Application: EPA Received Date: 

I 101 ; 1 d gu I 
110 DAY YR 

!6 
ZO.Method of Support~ 

I I (1 )Cite-All I {4)Not" Applicable 

I I {Z)Aiternate ~ {S)Not Submitted 

/____} (3)Combined 

.~o DAY 
Zl.Cert1flcat1on Statement: 

I,;\(; (l)Yes I __I (3)Not Appl1cab1e 

I (2)Not Submitted 

~eviews Requested: ,. 
Fll 

Pl. 

Clf 

EF 

DATE 
SE!IT 

DATE. 
RE111RNEI) 

RESPONSE 
CODE 

/!A 

I 

RE;PQIISE 
DATE 

_,;-,-J/,-?1 

!]]]status: __________ __; ____________ _ 

.azlF!:tAL Response 
ACTION: Coce fk 

' 
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- tTS ... ? . .V ;\E'J:!:Z'..I - J..!. TECHNICAL SUPPORT SECTION C:i.::..i· ~ ~· ~ 

Disi~fectants Sranch 

E?A ?.eg. ~lo. or '? ile Synbo l __ _;;-;;."::_5_'c;l(J:2_{J:_·_-~~------------------

Llate Division ~eceived ____________________________ _ 

?:-od•.:.c ::; ~ana.ge;: ~lo. __ _23t__I~__,L~P::;._<;<"O,-:J---------------------
?=cduc: ~"-~•, _ _!_f2~J.p~':Llci<~'--~/v!I:_!_J1<llf'Ei_~-~I'----!L-"!£-'--=:.L!JL;,_(_fLU=_JJ=_J_f,_<.~_<I"_J;k;;;<':_j,'-"f,=I'~JI,=,·,(,"-"'' 

N~e· --~d~~c~a~~~-~~5~-~--dl~au~~------------------------~ - I 

Cvmmencs: 

'Pi<' ct S.r p >:pf Cl&,;_ ~r /.as·"'o a .s J N !,_/!. io.f '"' J.l.u.. 
" ' " < 

&tt 1-t.o.f r r.r , ' t'-f " -~ 'tl rlra.l:' ( .:., C' ._jr uer 0 v I 5 ._)I 1/0' 

LJ~"' la.t,.c ~ urrhc4 Od 

"M~fa!/(~ s,lvev !-OS%. 

_I 5 If ;rt_,__ ,'jQ~,, rot<, p7? 

l ( If 

ot'n4t,J Stl(lt#" fr!J'-cc 
(/'" >teet,{ duM- -"cc> 

E y f/4.,~, 4/t_.,_f 

f"' y,.,,Ji~ .. · ? 

f 

t 
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• ENFORCEMENT CASE REVIEW 

DireCtor, Pesticides Enforcemen.t Division 

Office of Enforcement and General Counsel 

II. NO AOOfi.ESS 

~~en n.oJ. mo. 
ms. ~ -·liZ 85202 

ANO AODIU:SS 2IP ct>do) 

ZlP c<>d~J 

--
REGISTRATION STATUS AT TIME OF 

--~ 0 R€GIST£REO 

6 0 NOT nu:Go;TS.Rlo 

P!toOUCT 

AEGISTERED 

0 \'£5 

"'//ba ~ - Fill:lat" -· oiUcti is - in tbe IQl-OEL !IN I &all:llll'fi:Ul: - lll!m' is ~ tx:> lllillal, Inc., l' .o. 1!ca: 99, 
~. IlL lS017 - pmdnct: - Hi\Jiliii! - 1!1'1\ llmoJ• No. 35900-2. 

lien n.oJ. Inc., llloaa. liZ 115202 (u-........., 434:!0) is 1101: ~'"OUtally 
,._ - 1!1'1\ llmoJ. llo. 39900-2. 'll>ol.r - llO ~ ~
'l'llo!ir- - appli011tiaaa ~ (l) 434:!0-P. - !ICI!I DilL IDll!l. liH, (2) 
ccJo-:11 - 1011 DilL ID:B'.. ~ C3l C34JO-<l !!or !ICI!I DilL IOli!L C~~-5 1a11 
"ft'Umti"'"' - lD-16-'7!1). 

1 ' Jl l J ,t,_, 
' f, 

! { t 

( !• (_ 
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--=;;::-:;:-;:---;o:;;::-;:~;::;;;:;;-;;:==~;=::::::::::::::::::::~ 
F TELEPHONE CALL OR VISITOR ~" .. 

• 
INCOMING CALL OUTGOING CALL VISITOR 0 
......... , OJ tl•$<.1N 

~ ,, J. W S50Tl~vr'r t( 
JJ'P-7r"'Dt,.t J /let/t/t . ~""'AA""ftJ'iJ7'nn372'12./ 

llGif,(I~~IOH HO. Olf fiLl ~~~ 

---------------------------r..~~~~~~~U.nunww.-~-~~--------------

. . 

-f•r HEr£ Iaft, 
I 

. w u/ 1>.1 -

I"""'" .. (N•••> 

h foo.M l-S !OCf, IMM .. 
• • 144
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Ionics, Incorporated 
P.O. Box 99 
Routes 519 & 50 
Bridgeville, PA 15017 

CN&CIII Ntl'tt ,,. TMII II A NtW AOOIUUI 

35000-2 

, 

.J 

HYqene Mark I Bacteriostatic Water Fllter Media 

Change product name from HYqene Bacteriostatic 
Water Filter Medium to above (7) product name. Gel!eTa.l revision of label 
to meet current 

TVII'I.I 01" OATA IU.MITTIO 

• •• • • • • •• •• 

c-pm. u... 4JNctly bi>Iew 
r ... id .. tificltloa ol. IMWidaal 
10 be cacrQ.cted, J! u-. .... ry, 
to pNeNI tbU lppUC.tiDL 

(412) 343-1040 
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L.. 

Ion!cs, Incorporated 
P.O. Box 99 
Routes 519 & 50 
Bridgeville, PA 15017 

35000-2 

, . 

.J 

HYgene Mark I Bacter!oslatic Water Filter Media .. 't lo.-nW;.~;;;F11;-;:;;;;t ;;o.;M;;T,di;:.;;:;:t ;;;:;b;;-;:C:;;h;;a(7;;n)g;;;e;;p00;;r:;;od;;;:uc~t;-:na;m;:;e~frGe;;:o;m~HY~1~g~e~n:?~:'l";;:c~t~ef~r~laio~bs;,ta:1 ~ti:cl ater er e um o a ove pr uct name. nera rev1s1on o e 
to meet current" regulations. 

• • • .. 

TYJIIU 0, OATA .WaU/TTitO 

... • • • • • • • 

c-phlta w... clhcHr Mlow 
!Gt ille.Wit.:ltoa ol. 1Mt.klua1 
lCI " COIIUCted, U' _1:...,.,., 
to pt'OI:HI: UU. .:pJ!Ucalioa. 

Walter J. Polens 

Vice President 

(412) 343-1040 
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r-· 

' : 0 • 

' \ Ion!cs, Incorporated 
P. 0; Box 99 
Routes 519 & 50 
Bridgeville, PA 15017 

35000-2 

,. 

' 

HYgene Mark I Bacteriostatic Water Filter Media 

· -~~~~~~~~~;:;:;=::~~~~pr~od~u~c~t~na~rn~e~fr~o~rn;-HHtY~ge;n~e;-~----~ 
Bacteriostatic Water FUter Medium to above (7) product name. General 
revision of label to rneet current 

!::!.......-• IS , ... ,_.. 
¥ ................. ~~~~ 
IU.L~~p .... _ .. (2., 

• • • • • .. 
• • • • • • •• • • •• • 

•••• • • .. . 
• • • • • • • • •••• 

c__.. u... clftctl,. •a
c. t 

1 """ct.. ol ...... "-' 
tot. or .... u 1nnuy, 
Ut ,._. w. ..,......,,_ 

Walter J. Polens 

Vice President 

(412) 343-1040 

" ... 

. ' 

I 
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.. ··-----------------

P. 0. BOX 99, BRID6EVILLE, PENNSYLVANIA 15017 
PHONE A. C. 412343-1040 TWX !5106973299 

June 10, 1ga1 

Mr. John H. Lee, Product Manager 31 
Disinfectants Branch · 
Registration Division (TS-767) 
V. S. Environmental Protection Agency 
401 M Street S. W. · 
Washington, D. C. 20460 

SUBJECT: Application for Amended Pesticide Product Registration 
for Registration No. 35900-2 

Dear Mr. Lee: 

Enclosed with this letter you will find our "Application for Amended 
Pesticide Product Registration", your Form 8570-11. The amendment 
is because of chang·e of product name from HYgene Bacteri astatic Water 
Filter Media to liYgene Mark I Bacteriostatfc Water Filter Media. 
General revisions of label also to meet current regulations. We have 
also enclosed your Form 8570-4 "Confidential Statement of Formula" 
along with five final printed labels. Five copies of our revised 
Product Data Sheet are enclosed which show these changes. 

This change does not affect the efficacy and safety of use of this 
product.' 

Your early consideration of this amended registration will be very much 
appreciated. · 

WJP:mle 
!"!- • • •• • •: En.c tuSU'.ef : ~ : 

: ·.· ..... ·: 
•• • • • •• •• • • •• • 

. . . : : : ··: ·.: .: . ... .. . . . . . : : : : ·: .. : .. : . . .... 

Very truly yours, 

IDNICS, INCORPORATED 

Walter J. Polens ~ 
Vice President 
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HYgene Mark I 
~ BACTERIOSTATIC WATER FILTER MEDIA ."·:·. 

Removes objectionable tastes, odors, color from 
treated municipally- supplied lap water. 
Inhibits the Qrowth af bacteria within the filter 
media bed. 

CAUTION: KEEP OUT OF REACH OF CHILDREN 

EPA Reg. No. 35900- 2 EPA Est. Na. 35900 
ACTIVE INGREDIENT 

~p " 

• . . 
~•oouO . ...... . . . .. . 
... . . . ... 

P~U)l. 

SILVER as Ag N0
3 
---- 1.05 'l'o LOT No. ________ _ 

INERT INGREDIENT 
ACTIVATED CARBON---98.95 % NET CONTENTS cu. ft. 

STORAGE------------- Store In closed container which ucludes 
moisture and fumes. 

\~. • 
n~ o o•l" 

a '" . " 
.. 0 .. ~· 

0 '" u ~, .... ' 

0 

.. 0 .. ~··" . ,, . 
..o~~>~o . '" . .. 

DIRECTIONS FOR USE----- Refer to enclosed product data sheet. 
DISPOSAL OF SPENT MEDIA--- Retain Shipping carton and liner for disposing 

. of uhausted IIIIer media with trash. 

liSE----------------- This product it to be used only for 
manufacturing or fabricating Bacteriostatic 
Woter Filler Products for home use. 

-~other fine product bJ' the manutacturwa of General lonica Water Conditioning Equipment . 

. IONICS, INC. Routes 519 Q 50 P.O.Bax 99 BrldQevllle,Pa.l5017 // 

I 
' ' 
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HYGENE MARK I BACTERIOSTATIC WATER FILTER MEDIA PRODUCT DATA 

DIRECTIONS FOR USE 
GENERAL C IASSIFICATION 

It is a violation of Federal law to use this product in a manner 
inconsistent with its labeling. 

HYgene Mark I Eacteriostatic Water Filter Media requires an !n!tlal rinse before use 
to remove excess carbon fines and entrapped air. This rinse rate should be propor
tionate to a bed of0.25lb. media, at a flow t-ate ofO. 5 gpm for 15 minutes. Fol
lowing this initial rinse, the inserv!ce flow rate is not to exceed 15 gpm per cu. !\:. 
of media. Bed depth must be at least twice the diameter • 

SPECIFICATIONS • .INGREDIENTS 

ACTIVE INGREDIENT 

Silver (as AgN03) - 1. 05% 

STORAGE 

INERT INGREDIENT 

Activated Carbon - 98. 95% 

Store in closed container which excludes moisture and chemical fumes . 

• MESH SIZE 

• 12 x 30 U.S. Sieve Series 

WEIGHT 

30 ill. Per Cubic Foot 

A-11-1 

• • • ••• • • • • • • • ••• .. . : .. ::: . .. .. :· . . . 
• •• • ••• • • 

•••• • • • • • • • • • • • •• :· .. :·: . .. :.· ... :.· . . :: .. . . . : .. 

PACKAGING 

6 Cu. Ft. Fiber Dru.'Ils 
1 Cu. Ft. carbon 

SHIPPING POINT 

Bridgeville, Pennsylvania 

6/8/81 150



~IDDIC5 
IONIC&, INCDRPDAATBD 

BRIDGEVIllE PLANT 

P.O. BOX 99, BRIDGEVILLE, PENNSYLVANIA 15017 

HYGENE £,.1ARK I BACTERIOSTATIC WATER FILTER MEDIA 

Removes objectionable tastes, odors, and color 
from treated municipa.l!y supplied tap water 

Inhibits the growth of bacteria within the filter 
media bed 

WHAT IT IS AND HOW IT WORKS 

The physical characteristics of HYgene Mark I Eacteriostatic Water Filter Media ar. 
comparable to those of granular activated carbon, upon which a silver coating has been • 
deposited. Carbon was chosen as the carrier material because of its exceptionally high 
available surfl.ce area for the deposit of silver, and also to perform the usual functions 
of an activated carbon filter media by removing the many impurities often found in potable 
water supplies such as turbidity, suspended solids, chlorine, and objectionable tastes 
and odors. 

Silver, which has been chemically plated onto the activated carbon, is the l'acterio
static agent in HYgene Mark I Eacteriostatic Water Filter Media. A Eacteriostatic 
F!lter Media is one which will inhibit the growth of bacteria within the filter bed. 

Since 1'potable u water can, by law, contain a certain number of harmless bacteria 
Indigenous to municipally treated water, the potential for a build-up or growth of these 
bacteria trapped within the llltering medium does exist. 

The low level of bacteria in tap water along with organic compounds normally 
present in a water supply become trapped in the lllter bed medium. Alter a period 
of time, the lllter bed will contain considerable number of bacteria and in the pre
sence of the organic compounds, which becomes a source of nutrients for bacteria, 
this filter becomes a breeding place for bacterial growth especially during non
flow periods when the water is not in use, such as overnight. 

WHO MA v USE THIS PRODUCT 

HYgene Mark I Eacteriostat!c Water F!lter Media !s to be used only for manu
.lll.cturing or fl.bricating bacteriostatic water filter products for home use. Filter 
manufu.cturers or formulators who use this media are responsible for providing 

• • data to the United States Environmen~l !'.l"otectlo~l\g$4Y to support there-
i d 

• • • • • • •• 
gistration of the r pro ucts. : •. • • •: :. • •• • 

•• • • •• • • • 
•••• 

See ~el.'lle SJ.ie .~ ~ . .. . .. : . . . ·: .. : : .... : ... . . : .. . 

: 
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IDDIC5 
IDNICB, iNCDFIPOFIATdb 

DRIOGEVH.l.E PLANT 

P.O. BOX 99, BRIDGEVILLE, PENNSYLVANIA 16017 

HYGENE MARK I BACTERIOSTATIC WATER FILTER MEDIA 

Removes objectionable tastes, odors, and color 
from treated municipally supplied tap water 

Inhibits the growth of bacteria within the .filter 
media bed 

WHAT IT IS AND HOW IT WORKS 

I The physical characteristics of HYgene Mark I Bacteriostatic Water Filter Media are 
>mparable to those of granular activated carbon, upon which a silver coating has been 
eposited, Carbon was chosen as the carrier material because of its exceptionally high 

available sur !ace area for the deposit of silver, and also to perform the usual functions 
of an activated carbon .filter media by removing the many impurities often found in potable 
water supplies such as turbidity, suspended solids, chlorine, and objectionable tastes 
and odors. 

Silver, which has been chemically plated onto the activated carbon, is the Bacterio
static agent in HYgene Mark I Bacteriostatic Water Filter Media. A Bacteriostatic 
F!lter Media is one which will inhibit the growth of bacteria within the .filter bed. 

Since "potable 11 water can, by law, contain a certain number of harmless bacteria 
indigenous to municipally treated water, the potential for a build-up or growth of these 

'

cteria trapped within the .filtering medium does exist. 

The low level of bacteria in tap water along with organic compounds normally 
present in a water supply become trapped in the .filter bed medium. After a period 
of time, the filter bed will contain considerable number of bacterla and in the pre-
sence of the organic compounds, which becomes a source of nutrients for bacteria, 
this .filter becomes a breeding place for bacterial growth especlally during non
flow periods when the water is not in use, such as overnight, 

WHO MAY USE THIS PRODUCT 

HYgene Mark I Bacteriostatic Water Filter Media is to be used only for manu
Jacturing or Jltbricating bacteriostatic water .filter products for home use. Filter 
manuJacturers or formulators who use this media are responsible for providing 
data to the United States Env!ronm~WS.l.Proteclit*l Ag<!'J).cy to support the re-
gistration of their products~ : :.: • ·.: !. • ·: • • •• •• • • •• • • • 

•••• 
See lil.eV\!I'S~ ~id~": ~ .. : ... :·: . . ·: 

• • • • • •••••• • • • • • •• ... .. 152



HYGENE MARK I BACTERIOSTATIC WATER FILTER MEDIA PRODUCT DATA 

DIRECTIONS FOR USE 
GENERAL CLASSIFICATION 

It is a violation of Federal law to use this product in a manner 
inconsistent with its labeling. 

HYgene Mark I Bacteriostatic Water Filter Media requires an initial rinse before use 
to remove excess carbon fines and entrapped air. This rinse rate should be propor
tionate to a bed of 0.25 lb. media, at a flow late of 0. 5 gpm for 15 minutes. Fol
lowing this initial rinse, the inservice flow rate is not to exceed 15 gpm per cu. ft. 
of media. Bed depth must be at least twice the diameter. 

SPECIFICATIONS 

INGREDIENTS 

ACTIVE INGREDIENT INERT INGREDIENT 

I 
.Silver (asAgN03) -1.05% Activated Carbon - 98. 95% 

STORAGE 

.. Store in closed container which excludes moisture and chemical fumes. 

MESH SIZE 

12 x 30 U.S. Sieve Series 

WEIGHT 

30 Lb. Per Cubic Foot 

A-11-1 

• • • ••• • • • • • • • ••• •• • • • • • • • • • •• • • • • • • • • • • •• • ••• • • 
.. 

:·· : .. • •• • • • •• •• • • ••• • • • • . . . . . :·. : .. 
••• • • • • • • ••• 

•• •• 

PACKAGING 

6 Cu. Ft. Fiber Drums 
1 Cu. Ft. Carbon 

SHIPPING POINT 

Bridgeville, Pennsylvania 

a 
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HYGENE MARK I BACTERIOSTATIC WATER FILTER MEDIA PRODUCT DATA 

DIRECTIONS FOR USE 
GENERAL ClASSIFICATION 

It is a violation of Federal Law to use this product in a marmer 
inconsistent with its labeling. 

HYgene Mark I Bacteriostatic Water Filter Media requires ari initial rinse before use 
to remove excess carbon fines and entrapped air. This rinse rate should be propor
tionate to a bedof0.25lb. media, at a flow l-ate of0.5gpm for 15minutes. Fol
lowing this initial rinse, the inservice flow rate is not to exceed 15 gpm per cu. ft. 
of media. Bed depth must be at least twice the diameter. 

SPECIFICATIONS 

• INGREDIENTS 

• 

ACTIVE INGREDIENT 

Silver (as AgN03) - 1. 05% 

STORAGE 

INERT INGREDIENT 

Activated Carbon - 98. 95% 

Store 1n closed container which excludes moisture and chemical fumes. 

MESH SIZE 

12 x 30 U.s. Sieve Series 

WEIGHT 

30 Lb. Per Cubic Foot 

• • • •• • • • • • • • • ••• :· . : :. . : : : 
• • •• • • • • • • • • ••• • • 

•••• • • • • . .. . . : .. .. . . ... . .. :.· . . . : . . ... 

PACKAGING 

6 Cu. Ft. Fiber Drums 
1 Cu. Ft. Carbon 

SHIPPING POINT 

Bridgeville, Pe!Ulsylvania 

I 

' 

A-11-1 ••• • • • • • ••• •• •• 6/8/' 1 154



IDDIC5 
IONiC&, INcbRPOAATIID 

BRIDGEVILLE PLANT 

P.O. BOX 99, BRIDGEVILLE, PENNSYLVANIA 15017 

HYGENE_MARK I BACTERIOSTATIC WATER FILTER MEDIA 

Removes objectionable tastes, odors, and color 
from treated municipally supplied tap water 

Inhibits the growth of bacteria within the filter 
media bed 

WHAT IT IS AND HOW IT WORKS 

I The physical characteristics of HYgene Mark I Eacteriostatic Water Filter Media are 
mparable to those of granular activated carbon, upon which a silver coating has been 
posited. Carbon was chosen as the carrier material because of its exceptionally high 

available surJilce area for the deposit of silver, and also to perform tbe usual functions 
of an activated carbon filter medla by removing the many impurities often found in potable 
water supplies such as turbidity, suspended solids, chlorine, and objectionable tastes 
and odors. 

Silver, which has been chemicallY plated onto the activated carbon, is the Eacterio
static agent in HYgene Mark I Eacteriostatic Water Filter Media. A Eacteriostatic 
Filter Media is one which will inhibit the growth of bacteria within the filter bed. 

Since "potable" water can, by law, contain a certain number of harmless bacteria 
indigenous to municipally treated water, the potential for a build-up or growth of these 

(

teria trapped within the fl.ltering medium does exist. 

The low level of bacteria in tap water along with organic compounds normally 
sent in a water supply become trapped in the filter bed medium. After a period 

of time, the fl.lter bed will contain considerable number of bacteria and in the pre
sence of the organic compotmds, which becomes a source of nutrients for bacteria, 
this filter becomes a breeding place for bacterial growth especlall:r during non
flow periods when tbe water is not in use, such as overnight. 

WHO MAY USE THIS PRODUCT 

HYgene Mark I Eacteriostatic Water Filter Media is to be used only for manu
Jilcturing or Jilbricating bacteriostatic water :filter products for home use. Filter 
manufacturers or formulators who use this media are responsible for providing 
data to the United States EnvironmenQ<l.Protj!~tf4fl A<.~ellcy to support the re-
gistration of their products. : :.: • • .: !. • •: • • •• •• • • • • • • • 

•••• 
See. Rev.;rs~ Old.;~ ~ 
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HYGENE MARK I BACTERJOSTATIC WATER FILTER MEDIA PRODUCT DATA 

DIRECTIONS FOR USE 
GENERAL CLASSIFICATION 

It is a violation of Federal Law to use this product in a manner 
inconsistent with its labeling. 

HYgene Mark I Bacteriostatic Water Filter Media requires an initial rinse before use 
tO remove excess carbon fines and entrapped air. This rinse rate should be propor
tionate to a bedof0.25lb. media, at a flownte of0.5 gpm for 15 minutes. Fol
lowing this initial rinse, the inservice flow rate is not to exceed 15 gpm per cu.· ft. 
of media. Bed depth must be at least twice the diameter. 

SPECIFICATIONS 

INGREDIENTS 

ACTIVE INGREDIENT INERT INGREDIENT 

Silver (as AgN03) - 1. 05% Activated Carbon - 98. 95% 

STORAGE 

·Store in closed container which excludes moisture and chemical fumes. 

MESH SIZE 

12 x 30 U.S. Sieve Series 

WEIGHT 

30 Lb. Per Cubic Foot 

• • • •• • • • • • • • • ••• •• • • • • • • • . . : .·• . . . . •• • • • •• • ••• • • 

•••• • • •• 

PACKAGING 

6 Cu. Ft. Fiber Drums 
1 Cu. Fi. Carbon 

SHIPPING POINT 

Bridgeville, Pennsylvania 

I 

I 

A-11-1 
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P.O. BOX 99, BRIDGEVILLE, PENNSYLVANIA 15017 

HYGENE l\'[ARK I BACTERJOSTATIC WATER FILTER MEDIA 

Removes objectionable tastes, odors, and color 
from treated municipally supplied tap water 

Inhibits the growth of bacteria within the filter 
media bed 

WHAT IT IS AND HOW IT WORKS 

I The physical characteristics of HYgene Mark I Bacteriostatic Water Filter Media are 
mparable to those of granular activated carbon, upon which a silver coating has been 
posited, Carbon was chosen as the carrier material because of its exceptionally high 

available sur:!l.ce area for the deposit of silver, and also to perform the usual functions 
of an activated carbon filter media by removing the many impurities often found in potable 
water supplies such as turbidity, suspended solids, chlorine, and objectionable tastes 
and odors, 

Silver, which has been chemically plated onto the activated carbon, is the Bacterio
static agent in HYgene Mark I Bacteriostatic Water Filter Media. A Bacteriostatic 
Filter Media is one which will inhibit the growth of bacteria within the filter bed. 

Since 11potable 11 water can, by law, contain a certain number of harmless bacteria 
indigenous to municipally treated water, the potential for a build-up or growth ofthese 

{

teria trapped within the filtering medium does exist, 

The low level of bacteria in tap water along with organic compounds normally 
esent in a water supply become trapped in the filter bed medium. After a period 

of time, the filter bed will contain considerable number of bacteria and in the pre-
sence of the organic compounds, which becomes a source of nutrients for bacteria, 
this filter becomes a breeding place for bacterial growth especially during non
flow periods when the water is not in use, such as overnight. 

WHO MAY USE THIS PRODUCT 

HYgene Mark I Bacteriostatic Water Filter Media is to be used only for manu
Jacturing or :!l.bricating bacteriostatic water filter products for home use. Filter 
manuJacturers or formulators who use this media are responsible for providing • data to the United States Environmental P~otectl9Il'll:ge'i)J to support the re-
gistration of their products. ·r : : , ".: :, • ·: • • • • •• •• • • •• • • • 

•••• See ~w~r~ SCi§ ,: : .. : ... :·~ . . ·: ... : . " .... : ... • • • • •• •• 157



HYGENE MARK I BACTERIOSTATIC WATER F1LTER MEDIA PRODUCT DATA 

DffiECTIONS FOR USE 
GENERAL C IASSIF1CA TION 

It is a violation of Federal law to use this product in a manner 
inconsistent with its labeling. 

HYgene Mark I Bacteriostatic Water Filter Media requires an initial rinse before use 
to remove excess carbon fines and entrapped air. This rinse rate should be propor
tionate to a bed of0.25lb. media, at a flow rate ofO. 5 gpm for 15 minutes. Fol
lowing this initial rinse, the inservice flow rate is not to exceed 15 gpm per cu. ft. 
of media. Bed depth must be at least twice the diameter. 

SPECIF1CATIONS 

INGREDIENTS 

INERT INGREDIENT 

I 
ACTIVE INGREDIENT 

Silver (as AgN03) - 1.05% Activated Carbon - 98. 95% 

STORAGE 

· Store in closed container which excludes moisture and chemical fumes. 

MESH SIZE 

12 x 30 U.S. Sieve Series 

WEIGHT 

30 Lb. Per Cubic Foot 

A-11-1 

• • • ••• • . . : . . . . . . .. :· . . :. .. . . . 
•• • • • • • • . .. . .. : 

• • 
:·· . . . • • • • • •• •• ••• • •• 

• • • <. • • •• : • • ... :.· ~.. : ... ... : .. 

PACKAGING 

6 Cu. Ft. Fiber Drums 
1 Cu. Ft. Carbon 

SHIPPING POINT 

Bridgeville, Pennsylvania 

I 
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HYGENE MARK I BACTERIOSTATIC \VATER FiLTER MEDIA PRODUCT DATA 

DffiECTION.' FOR USE 
GENERAL C IASSIFTCA TION 

It is a violation of Federal Law to use this product in a manner 
inconsistent with its labeling. 

HYgene Mark I Eacterioslatic Water Filter Media requires an initial rinse before use 
to remove excess carbon lines and entrapped air. This rinse rate should be propor
tionate to a bed of0.25 lb. media, at a flow late of 0. 5 gpm for 15 minutes. Fol
lowing this initial rinse, the in service flow rate Is not to exceed 15 gpm per cu. :ft. 
of media. Bed depth must be at least twice the diameter. 

• INGREDIENTS 

ACTIVE INGREDIENT 

Silver (as AgN03) - 1.05% 

STORAGE 

SP ECIFTCA TIONS 

INERT INGREDIENT 

Activated Carbon - 98.95% 

Store in closed container which excludes moisture and chemical fumes. 

MESH SIZE 

• 12 x 30 U.S. Sieve Series 

WEIGHT 

30 Lb. Per Cubic Foot 

• • • ••• • • • • • • •• •••• :· . : . .. . . . • • •• • • • •• • • • • • .. . ·: 
•••• • • • • • • •• • • • • .. . . , ... :. . . • • • • • • 

PACKAGING 

6 Cu. Ft. Fiber Drums 
1 Cu. Ft. Carbon 

SffiPPlNG POINT 

Bridgeville, Pennsylvania 

I 

I 

A-11-1 ... .. · . . : .. . . . .. . 
•• •• 6/E/El 
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BRIDGEVILLE PLANT 

P.O. BOX 99, BRIDGEVILLE, PENNSYLVANIA 15017 

HYGENE l\_1ARK I BACTERIOSTATIC WATER FILTER MEDIA 

Removes objectionable tastes, odors, and color 
from treated municipally supplied tap water 

Inhibits the growth of bacteria within the filter 
media bed 

WHAT IT IS AND HOW IT WORKS 

& The physical characteristics of HYgene Mark I Bacteriostatic Water Filter Media are 
omparable to those of granular activated carbon, upon which a silver coating has been 
posited. Carbon was chosen as the carrier material because of its exceptionally high 

available sur :lace area for the deposit of silver, and also to perform the usual functions 
of an activated carbon filter media by removing the many impurities often found in potable 
water supplies such as turbidity, suspended solids, chlorine, and objectionable tastes 
and odors. 

Silver, which has been chemically plated onto the activated carbon, is the Bacterio
static agent in HYgene Mark I Bacteriostatic Water Filter Media. A Bacteriostatic 
Filter Media is one which will inhibit the growth of bacteria within the filter bed. 

Since 11poiable 11 water can, by law, contain a certain number of harmless bacteria 
indigenous to municipally treated water, the potential for a build-up or growth of these 

r teria trapped within the ftltering medium does exist. 

The low level of bacteria in tap water along with organic compounds normally 
present in a water supply become trapped in the filter bed medium. After a period 
of time, the filter bed will contain considerable number of bacteria and in the pre-
sence of the organic compounds, which becomes a source of nutrients for bacteria, 
this filter becomes a breeding place for bacterial growth especially during non
flow periods when the water is not in use, such as overnight. 

WHO MAY USE THIS PRODUCT 

HYgene Mark I Bacteriostatic Water Filter Media is to be used only for manu
:lacturing or Jabricating bacteriostatic water filter products for home use. Filter 
manufacturers or formulators who use this media are r~sponsible for providing 
data to the United States EnvironmenW. Protet<!l;:nl.:l'.gel):f' to support the re-
gistration of their products. : :. : • • •: :. • • • • • •• •• • • • • • • • 

•••• 
See Rever~e ~00 • : : ·.: ... :·: . . ·: . . . . . . ·.: ... . . : .. : . 160



HYGENE MARK I BACTERJOSTATIC WATER FILTER MEDIA PRODUCT DATA 

DIRECTIONS FOR USE 
GENERAL C I.ASSIFICA TION 

It Is a violation of Federal lAw to use this product in a manner 
inconsistent with its labeling. 

HYgene Mark I Bacteriostatic Water Filter Media requires an initial rinse before use 
to remove excess carbon Jines and entrapped air. This rinse rate should be propor
tionate to a bed of0.25lb. media, at a flow rate ofO. 5 gpm for 15 minutes. Fol
lowing this initial rinse, the inservice flow rate is not to exceed 15 gpm per cu. ft. 
of media. Bed depth must be at least twice the diameter. 

INGREDIENTS 

ACTIVE INGREDIENT 

Silver (as AgNO:J) - 1.05% 

STORAGE 

SP ECIFICA TIONB 

INERT INGREDIENT 

Activated Carbon - 98. 95% 

Store in closed container which excludes moisture and chemical fumes. 

MESH SIZE 

12 x 30 U.S. Sieve Series 

WEIGHT 

30 lb. Per Cubic Foot 

• • • •• • • • • • • • • ••• •• • • • • • • • . .. .: :. . . . . : 
• •• • ••• • • 

:·· : . . . 

PACKAGING 

6 Cu. Ft. Fiber Drums 
1 Cu. Ft. carbon 

SHIPPING POINT 

Bridgeville, Pennsylvania 

I 

I 

A-11-1 
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HYGENE MARK I BACTERIOSTATIC WATER FILTER MEDIA PRODUCT DATA 

DIRECTIONS FOR USE 
GENERAL C IASSIFICA TJON 

It is a violation of Federal Law to use this product in a- manner 
inconsistent with its labeling. 

HYgene Mark I Bacteriostatic Water Fl.lter Media requires an lnitlal rlnse before use 
to remove excess carbon fines and entrapped air. This rinse rate should be propor
tionate to a bed of0.25lb. media, at a flow rate of0.5 gpm for 15 minutes. Fol
lowing this initial rinse, the lnservice flow rate is not to exceed 15 gpm per cu. ft. 
of media. Bed depth must be at least twice the diameter. 

SPECIFICATIONS 

• INGREDIENTS 

INERT INGREDIENT 

I 
ACTIVE INGREDIENT 

Silver (as AgN03) - 1. 05% Activated Carbon - 98. 95% 

STORAGE 

Store in closed container which excludes mofsture and chemical fumes. 

MESH SIZE • 12 x 30 U.S. Sieve Series 

WEIGHT 

30 Lb. Per Cubic Foot 

A-11-1 _ 

-----··---·----·--··-·-----~--

• • • ••• • 
• • • • • • •• •••• • • • • • • . .. . : :· . . . . : 

• •• • ••• • • 
:·· : . . . 
• •• • • • •• •• • • ••• • •• • • . . . . . . : .. 
• •• •• • • • • • ••• 

•• •• 

PACKAGING 

6 Cu. Fl..· Fl.ber Drums 
1 Cu. Ft. Carbon 

SillPPING POINT 

Bridgeville, Pennsylvania 

I 
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IONICB, INCORPORATED 
P. 0. BOX 99, BRIDGEVILLE, PENNSYLVANIA 15017 

4
PH0Nfi A. C. 41:2 343~1040 TWX 5106973:299 

Dear 

. ' 

July 30, 1g7g 

This letter will confirm our telephone conversation of July 30th 
in reference to your offer to commence negotiations to determine 
compensation for using the data in our files under EPA Reg. No. 
35900-2 to register your water filter under the Federal Insecticide/ 
Fungicide/Rodenticide Act. 

We would be pleased to allow the EPA to refer to this data in our 
files but not to show this to you as this is proprietary information 
and classified 11 Confidential 11

• We would, however. agree that since 

We look forward to receiving your reply. 

Very truly yours, 

IONIC$, INCORPORATED 
," ~ __./''"") 

?~ k~'::;;;-.cr ~ -<:.-=-
Walter J. Polens 
Vice President WJP:mle 

cc: J. 0. Collins- Ionics 
E. Brown - EPA 
J. Banks EPA 
J, Lee - EPA •• • •• • • • • • 

• • • • • • •• 

• • • • •• • • • • •• 

• • • • • • •• • • 

• • • • • • •• • , 
• • • • • .. 

• • 

• • •• • • • • •• 

• • • • • • 

••• • • • • • • •• 
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IONIC&, INCORPORATED 
P. 0. BOX 99, BRIDGEVILLE, PENNSYLVANIA 15017 

cPHONf A. C. 412 343-1040 TWX 5106973:299 

Dear

July 30, 1979 

This letter will confirm our telephone conversation of July 30th 
in reference to your offer to commence negotiations to determine 
compensation for using the data in our files unQer EPA Reg. No. 
35g00-2 to register your water filter under the Federal Insecticide/ 
Fungicide/Rodenticide Act. 

We would be pleased to allow the EPA to refer to this data in our 
files but not to show this to you as this is proprietary infurmation 
and classified "Confidentia1 11

• We would, however, agree that since 

We look forward to receiving your reply. 

Very truly yours, 

IONICS, INCORPORATED 

/It-<' ,:··~')-<". 
/Jr~~ .. ~,.;> ) :::>" ·~ .... 

Walter J. Polens 
Vice President WJP:mle 

cc: J. D. Collins - Ionics 
E. Brown - EPA 
J. Banks EPA 
J. Lee - EPA 

•• • • • • •• • 

• •• . ' . ' . 
• 

•• • • 

• 
• • •• 

• • •••• 

•••••• • • • • • 
•••••• • • .. 
••••• • • •••• 

• 
• ••••• • • .. 
••••• • • • ••• 
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IONICO, INCORPORATED 
P. 0. BOX 99, BRIDGEVILLE, PENNSYLVANIA 15017 
PHONE A.C.412343-1040 TWX 5106973299 

Dear 

• 

July 30, 1979 

This letter will confirm our telephone conversation of July 30th 
in reference to your offer to commence negotiations to determine 
compensation for using the data in our files under EPA Reg. No. 
35900-2 to register your water filter under the Federal Insecticide/ 
Fungicide/Rodenticide Act. 

We would be pleased to allow the EPA to refer to this data in our 
files but not to show this to you as this is proprietary information 
and classified 11 Confidentia1 11

• We would, however, agree that since 

We look forward to receiving your reply. 

Very truly yours, 

!ON!CS, INCORPORATED 

?iL..Y ~;:.-e.-=-
walter J. Polens 
Vice President WJP:mle 

cc: J. D. Collins - Ionics 
E. Brown - EPA 
J. Banks EPA 
J. Lee - EPA 

•• • • • • •• • 
• 

.. 
• • • • • • 

• 
•• • • • • .. 
• •• • • •••• 

....... 
• • • • • 
•••••• • • .. 
···~· • • •••• 

• 
•••••• • • .. ...... 

• • . .. 
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ENFORCEMENT CASE REVIEW 
' 

TOo 1.0. NO. 

Director, Pesticides Enforcement Division 131823 
Office of Enforcement Md General Counsel I EPA 

359oo-';o. 
PROO"C' "AM£ (0• .. mp(o (oooC 

llON DEL llllCl'l!RlDS'l !lATER FILTI!R 
NAME ANO AOORESS-(Q;;ea;;;·pr~(I"cludo ZIP c<Jdo) REGISTRATION STATUS AT TIME OF 

SHIPMENT 

l!cn Del, Inc. * 00 I'IEGISTEI'Iii!:O 

26051!!1BtGEnevaDriw 0 NOT AII!:!OIISTEIU!.O 'l'alpl, AZ 85282 

I I 

BASIC PRODUCT NAME PROOUCTSUPP~EMENTALLY 

AEGISTERED 

liYGENE 0 YU Qlj NO 

NAME ANO AOOAESS • ZIP •""•) DATE OF SUPPLEMENTAL REGISTRATION 

lbn:lcs, 1nc. 
P.O. Box 99 
l!ridgev.l.lle, PA 15017 

I OTHER "RATION DATA 

A CCliTpl!ley nud:ler hu not been l!IIIS!gned tx:> Bcn Del Inc. , 2605 Fast ...._ Driw, 
'l'alpl AZ 85282. 

The filter is ~. li:><ever, the tJ:u:ee !IDdels 
and )lefriqemt:or) are not reqilllt:ered. 

(~, Portable 

IS THIS A PESTICIOE7 ~ YES (II,..., tl.t cZ.Ime bet.,...) 0 NO 

PESTICIDE 

. 

SIGNATURE OF SRANCH CHIEF " Ollko DATE 

l!'dRordL. l!undl ~--• 
llnfol:oement Coo>:dinator - /"J<, I•· /L ·;;,/ /79 

!PA Hq Form 8500.7 (2·73) I 

L 
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CHEMISTRY 

ENFORCEMENT CASE REVIEW 
(Teat and Label) 

EFFICACY $AFETY 

/. ho ~r~ l::o ~ rk_ ~ '-"- "( &;!,._ ~ c( ~ 
rr~~ ,~~ "-"-' ,,~-~ ~ ~ ~~~-f._ ~~~· 
~J ~~~ lA..~ ~~ - ot_._ ~4,,/<: <4~/ -

3. 

AI'U!: THERE ANY 1 

{=.1 '1'11:1 (tl Y••• 11•1 •Ub•tMIIIal d!BCl'41fl'lmC:Io• •nd •lfnfllc.~mc:•• balow) O•o 
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It 

ENFORCEMENT CASE REVIEW 
(Teat and Label) 

(),L? / c r ntf 
.. C"~A ~"" -\,),.,. ....... 

131.823 

....,,.,.~ ~ L._ 

}s/15/7? 
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' 
ENFORCEMENT CASE REVIEW 

TO; I l.O. NO. 
EC-79-28 Direclor, Pesticides En[orcement Division 

Office of Enforcement and General Counsel EPA REGISTRATION ~o: 
35900-2 

'""' (0• ·-··· ''''" 

EON DEL lll'El'ERJDSI'ATIC WM'ER UNIT 
'NAME AND ; (Do oomp<o ••~V ""''""' UP oooo) ~~~~TIME OF 

Bon Del, Inc. []§: RE<OISTEREO 

2605 East GEneva Drive 
Tm{le, l\Z 85282 D NOT REGISTERED 

' '"' ' 
BASIC NAME PROOUCTSUPPLEMENTALLY 

REGISTERED 

r~ 
C:.! '"' ~NO 

', RA"T NAME AND 'UP oooo) • DATE o• ' ' 
Ionics' Inc .. 
P.O. Box 99 
llridgev.ille, PA 15017 

OTHER Ell" REGISTRATIOil oA'fA 

A aJilillll1Y mni:ler has not been assigned to Bon Del Inc., 2605 East GEneva Drive, 
Tm{le, l\Z 85282. 

l 
~ '<ES (11 yu, tiel c/alme !»low) CJ NO IS TillS A PESTICIDE? 

PESTICIDE CLAIMS 

. 

~ ~ I:P' ~~::~:· M P••~:•• P"'''mo) 

DATE 

.:5- '31- 7? 
EPA Htt Fcun II.W0-7(2-73) 

170



• i 

I 
I 

~ 
l 

I 
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ENFORCEMENT CASE REVIEW 
(Tent and Label) 

I i"'"" 
TEST RESULTS AND SIGNIFICANCE 

ARE TNI!:RE ANY SIGNIFICANT l.ADEI..ING OEFECTS1 

UDSTANTIAL DISCREPANCIES AND SIGNIFICANCE'S 

EPA Kq Fo"" 1500-7A t2·7ll 

ID NUMBER ..cc. -79-2£' 
EPA REGISTRATION NUMBER 

3 :>yOO-" 
TYPE OF REVIEW I OTHER (Sprtc/fy) 

LABELING REVIEW 
DATE OF ACCEPTANCE OF 
APPI..ICADI..E LABELING 

/0-.2 '1-7.:5 
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' 
10 NUMBER 

ENFORCEMENT CASE REVIEW }::- r· - "? "i- 2-P 
(Test and Label) EPA REG~ff.-.TION NUMI:lER 

.-~ 

TYPE OF REVIEW 

I CHit .. ISTI'tY 1 xl EFFIC.I.CY I , ... ., I OTHER (Sp•t:ll)') 

TEST ftESUL. TS AHD SIGNIFICANC£ 

rQ... r~ c)~ ""' li'.._ ,~ '-K. ~~ ~ £11!::_ 

~~ v0P.~J..,;. ~ //,2,/0(u-/(>j ~(iZ.. tf~ 

(vr ~ "( F1Pr? A"""fk ~ ~'-'?Y ~~: 
J, u.. ~~~ :/~ rf..- ~;z::-7 ~ ,__,..~. ~~ 
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IDDICS 
IDNICS, INCOAPDAATED 

P.O. BOX 99, BRID6EVILLE, PENNSYLVANIA 15017 
PHONE A. C. 412343-1040 TWX 5106973299 

Mr. E. F. Brown 
Chief, Disinfectants Branch 
Registration Division (WH-567) 
U. S. Environmental Protection Agency 
401 M Street S. W. 
Washington, D. C. 20460 

Dear Mr. Brown: 

January 13, 1977 

This letter will authorize you to use any information that is in 
Ionics. Incorporated's file. our EPA Registration 35900-2, to support 
reg& ration of additional products for 

This letter does not, however, allow you to make public to
or anyone else any information in our file that would 

be considered proprietary information or confidential. 

We thank you very much for your cooperation in this matter. 

Very truly yours, 

!ON!CS, INCORPORATED 
Bridgeville Plant 

,. 

/"7/ l '~) .. '· 
~-/f ~- ·- <._- -----. ' "'---. . ~ 

Walter J. Polens -
WJP:mle Vice President 

cc: James H. Banks - EPA 

J. D. Collins - lonics • 

~f)ec v. ,J<L ~rt-P.u ~e./.,~.~-

EI'fJ !d (J )1-.o. 3.5-'l'oo-:<." 

• 
" • 
• •• • • • ...... 

• ... .. " . 
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TONICS, INCORPORATED 
Attn: Walter J. Polens 
P.O. Box 99 
Brid~eville, PA 15017 

:Jea.r Hr. ?olens: 

This is to acknowledge receipt o~ your letter of June 22, 1Q76 re~~rdin~ 
the Volhard ~fe.thod of" Analysis. Accordiw to your l~tter it is ou:r 
undertstanding that the Atomic Absorption Uethnd of .Analysis is Oe?i~ 
used by you or your neent( a) to analyze the "l-!ypene Racteriostatic 'I'IQt~r 
Filter Hedin" ror silver content rather thAn t~e VoLtmrd )fethod of' Analysi~. 
If our understanding of this matter is incorrect, pleas~ correct us. 

Sineercl,:.·, 

Jtu!les H~ Banks 
Product Hana.ger J3 
Disinfectante Branch 
Registration Division (WH-567} 

12/].7/76 
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P.O. BOX 99, BRIDGEVILLE, PENNSYLVANIA 15017 
PHONE A. C. 412 343-1040 TWX 5106973299 

Mr. James H. Banks, Product Manager 33 
Disinfectants Branch (WH-567) 
Registration Division 
U. S. Environmental Protection Agency 
401 M Street S. W. 
Washington, D. C. 20460 

SUBJECT: Volhard Method of Analysis 

Dear Mr. Banks: 

June 22, 1976 

This is in reply to your letter of June 1, 1976 in reference to the 
Volhard Method for the determination of silver. 

Silver Analyses in conjunction with our HYgene product testing for 
EPA are run at NUS Corporation, Cyrus Wm. Rice Division. We have been 
advised by Mrs. Linda Deans, Manager of Analytical Services at NUS that the 
Yolhard Method is not presently being used in their laboratory for silver 
analysis. According to Mrs. Deans and several other reliable sources we 
have contacted concerning this subject, the Atomic Absorption Method is 
considered much more accurate than the Volhard Method not only in the trace 
qijanttty (ppb) range but also in the high silver concentration (ppm) range. 

If there are any further questions in this regard, please advise us. 

WJP:mle 

cc: J. 0. Collins - Jonics 

Very truly yours, 

IONJCS, INCORPORATED 
Bridgeville Plant 

•••• • • • •• • 
• 

•• • • • • • •• . .. 
) 

. . . 
-:J-I{,.JlJZ~l<l~· 

Walter J. Polens 
Vice President 

••• • • • •• 
•••• • • • •• • 

•••••• • •• • • 
•••••• • • •• 
••••• • • ••••• 

• 
•••••• • • •• 
•••••• • • •• •• 
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REGISTRATION DIVIS ION 

IONIC>, INC. 
Attn: Walter J. Polens 
P.O. Box 9? 
Bridgeville, PA 15017 

Gentlemen: 

Subject : LETTER OF May Il, l97f 

The information submitted wfth your letter of May 11. 1976 regarding 
the Atomic Absorption Method of P.nalysfs fs acceptablP. However. in 
order to satisfy the general chemistry data requirements, you must 
submit details of the Volhard Method of Analysts os also requested 
in our letter of April 28, 1976. 

Sincerely, 

f)d 
James IL Banks / · 
Product Manager 33 
Disinfectants Bronch (~-567) 

IH-567:DIS :RGD:IIId:59040:Rin 321 5/28/76 
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P. 0. BOX 99, BRIDGEVILLE, PENNSYLVANIA 15017 
PHONE A. C. 412 34S..1040 TWX 5106973:299 

Mr. James H. Banks. Product Manager 33 
United States Environmental Protection Agency 
Disinfectants Branch (WH-567) 
Registration Division 
4Dl M Street S. W. 
Washington, D. C. 20640 

Ref: Your Letter Stamped April 28, 1g75 

Dear Mr. Banks: 

May 11, 1g75 

Enclosed with this letter is a copy of a letter we received from NUS 
Corporation which gives the details of the Atomic Absorption Method of Analysis. 
This should satisfy your general chemistry data that you requested. 

I appreciate receiving the information on the progress of our 
submission of December 5, 1975 in reference to Pool Gene and we will look forward 
to receiving the completed report within the next few weeks. 

I have also enclosed with this letter a copy of my letter of February 18, ~'''\ 
1g75 in which I requested status on our Food Additive Petition No. 5H5079. I have r· ·• 
heard nothing at all about this. I would appreciate a reply as soon as possible. 1°,\ · 

vt/1 

WJP:mle 

Enclosures 

Thank you very much for your cooperation in this matter. '" 

(2) 

• • • • • • • • • • • .. • • • • • • .. ... • 

• • • • • • .. .. • • • • • • • • • .. .. 

... 
• • • • • • • .. • 

• • • • • • ... .. 
• • • • • • • • • .. 

• • • • .. • .. . 
... 

• • .. • .. . 

Very truly yours, 

ION!CS, INCORPORATED 
Bridgeville Plant 

:tL~~ 
Walter J. Polens '-'--
Vice President 
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Hr. James II, Danks, Product 11anager 33 
United States Environmental Protection Agency 
Disinfectants Branch (IJH-567). 
Registration Division · 
401 II Street S,U, 
~ashington, D. c. 20640 

Dear Mr. Ganks: 

, February 18, 1976 

Would you please inform me of the status of our Food Additive 

'

Petition llo, 5H5079 which was sent to .vou on February 10, 1975 and which 
you informed us ~<as being filed on /larch 27, 1975. . 

WJP:mle 

Your prompt attention to the above will be very much appreciated. 

• ••• • • .... : . . . .. • • • • . . :· .... ·. :. . ·: ... :.. . . . .. 
• • • ••• • • •• • • • • . . ~· .~ .. ··~ . ·: .: • • • • • • • • • • • • ••• ••••• •• •• 

Very truly. yours, 

10/HCS, I:ICORPORATED 
Bridgeville Plant 

Walter J. Polens 
Vice President 
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EEE llR/\NCH REVIEW 

•, 

DATE: rn OOT. __ _ rn OOT __ nl R/24 00T 8/27/76 
4 

' 
FISH & WIIDLIFE ENVIRO!'MENTAL CHEMISTRY EFFICIICY 

FILE OR REG. ID. ___________________ _ 

!'!IT!TION OR F.XP. PEI<!>UT NO. FAP #5H5079 

DATE DlV. RECEIVID:__ _____ 6:_·_:23::,:-~76::__ __________ _ 

DATE~ru~$IW ________ ~6~-1~7~-7~6~·----------------------

' 
lli\Til ruiJ.U$ION ACCEPTED ___________________ _ 

TYPE P~(S): I, GDJ H, F, N, R, s Bacteriostatic Water Filter Media 

PR£XXX:T ~13R. NO. 33 

PR£XXX:T NAME(S) Hygene Bacteriostatic Water Filter Media 

CXMPJ\Nl.' NMIE Ionic~, Inc. 

SUBMISSION PURPOSE Resubmission with data 

CHEMICAL & FOI11-1UIJITION Metallic silver - - - 1.05% 

• 

i. 
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200.0 

200.1 

201.0 

• 

202.0 

202.2 

202.3 

.. • ' . • -' 
' .. 

Introduction 

Use: Bacteriostatic Water Filter Media 
'" 

Data Summary Background Information . 
The bacteriological data originally submitted with this petition 
were also submitted with the application for registration of this 
product. These data were not acceptable to support efficacy of 

·this product as a water purifier {to render raw water micro
biplogically potable) as indicated in our letter of July 25, 1975 • 

The data included in the submission of June 17, 1976 for this 
petition have been accepted to substantiate bacteriostatic 
activity for the water filter media itself. 

Recommendations 

Claims not supported by data submitted: 

Th~ bacteriolgical efficacy data submitted originally in con
junction with both this petition and the application for regis
tration were unacceptable as indicated in our letter of July 25, 
1975. 

ThP dat• submitted with your letter of June 17, 1g75 will not 
support the claim that less than 50 ppb silver in the water 
is at an efficacious level to render raw water microbiologically 
potable. These data were accepted to substantiate bacterio
static activity for the water filter media itself which is used 
in housing devices to further process municipally treated tap 
water by removing undesirable tastes and odors. The silver is 
an incidental food additive in the tap water so processed. 

Since the review of a food additive petition for silver is 
based on data requirements for residues from a disinfectant 
to render raw water potable rather than an incidental food ad
ditive in tap water caused by leaching of the bacteriostatic 
used to prolong the life of the filter medta, a new petition 
should be filed to reflect the intended use pattern. 

Additional data required: Because the performance of the water 
filter media will vary according to the quality of the tap water, 
the silver tolerance of 50 ppb should be based on data developed 
with quality parameters which would cause the maximum leaching of 
silver into the effluent tap water that could be encountered 

. under use conditions. Note the quality parameters defined in 
the "Interim Requirements for Registration of Bacteriostatic 
Water Treatment Units for Home Use" {Federal Register, Vol. 41, 
No. 152, p. 32778-32782, Thursday_, August 5, 1976), are: 

; 
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• 

203.0 

... ' .. 

-2-

·'pH: 6-8 .. ·: • 
Hardness as CaC03: 25 mg/1 (ppm) 
Alkalinity as CaC03: 20 mg/l (ppm) 
Total Dissolved Solids: '10-40 mg/1 (ppm) 
Temperature: 20°-25•c 

. . . 

The chemical analysis for the tap water used to develop the data 
submitted indicated that these water quality parameters were not 
fully met. 

Labeling 

The following revisions are required to reflect this product as 
a bacteriostatic water filter as claimed: 

1. Revise the claim "Oo not use in combination with other silver 
disinfecting devices, e.g., silver filters" to read "Do not use 
other silver-impregnated filter media in combination with Hygene 
Bacteriostatic Water Filter Media to fabricate or manufacture 
water treatment products". 

2. Revise the claim "raw water limitations" to read "tap water 
limitations". 

3. Delete "and at an efficacious level". 

4. Indicate that fabricators or manufacturer of water treatment 
products are responsible for providing data to support their 
registration. 

5. Clarify the function of the silver in the water filter 
media somewhat as follows: "Silver is incorporated into this 
water filter media to inhibit the growth of bacteria entrapped 
in the media when municipal treated water is filtered." 

6. Identify the claim "Flow rate is not to exceed ... • as 
"Directions for Use". 

7. On the product label, clarify the claim "Inhibits the 
growth of bacteria" to read "Inhibits the growth of bacteria 
in the filter media". 

8. On the product label, indicate that the product is to be 
used only for fabricating or manufacturing water treatment 

/J,~p~f~ 
Oor~thy A. Portner 8/27/76 

' 

Efficacy Section · 
· Efficacy and Ecological Effects Branch ' ; 
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' 
!.'SAMPLE NO. 

.f''t" or,., UNITED STATES 112876 
. ft . ENVIRONMENTAl.. PROTECTION AGENCY 

2. DATE COLL~TED ts) WASHINGTON, O.C. 20460 3-23- 6 
. +. ,, 

REPORT OF ANALYSIS 3. REGION ., ...,,v 
Ill 

SAMPlE IOENTtF1CATtON 

4, LOT OR COOE NO IS). 
03226B 

5. EPA REGISTRATION NO. 6. ESTABLISHMENT NO. 
35900-2 35900-P•-01 

7. PRODUCT NAME 
"HYGE!ft: &cterioatatic Wcter Filter Me<lia 11 

8. PRODUCER NAME AND ADDRESS (Jm:ludt ZIP codt! 9. DEALER NAME AND ADDRESS (/!tdude ZIP codr) 

I~tcs, me. 
l.outea 519 aod SO 
Bridaeville, Penna. 15017 

I ) EMULS. CONC. l PFIESS. SPRAY ) OUST lx GAANULAR 
10.PHYSICAL FORM j WET. POWDER I AEROSOL I BAIT I OTfiEFI 

'1, INGREDIENTS 

Silver (Metallic) 1.0S'l. 
Activated Carbon 98.957. 

TEST 
12. TYPE OF TEST 13. TEST ORGANISM($) 14. METHOD NO. 4.201 

£.coli 15. DURATION l4 hrs 
Aaar Cup Staph. aureua 16, CONCENTRATION --

Paeudo.onaa fluoreacen. 17. DILUENT --
18. SUMMARY 

Sample was found to poaaaaa bacteriostatic activity aaainat 
Escherichia coli, Staph aureua aud Pteudoaonaa fluoreacens. 

19. RESULTS 

ZOuea of iahibition aaainat: i.chericbta coli 1 ... 
Staphylococcus aureua 1 .. 
Paeud<Doaaa fluoraecena 1 .. 

20. TE~EA,'~-tNITS.I 21._SIGNATURE 0~ LAB, SUPERVISOR 22. t.ABORATORY 123;PATE 
· · ,.....___ f t r_J , { ~ 1 

. ,. 
• . ' 1- .. _A.,., -- ! ! . ' I .. . .. 

EPA Form 3540-5 !Rev. 7-751 REPLACES li:PA FORMS 8500-4 ANO !1500-4A. 
PI'IEVIOUS EDITIONS OF EPA FORM 3540·5 
ARE OBSOLETE. 

REGISTRATION DIV. COPY 
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SAMPLE SUMMARY 
ANALYTICAL REPORT 

Seal broken by Dallas Y· .. h.. Jr. 

Dallas Jr. by hand 
01" SAMPLE 

'NO • • ; NO. 
112876 

Bacteriostatic Water Filter Media 

•o•OEm 
Broken 

Plast~~ ~ag containing broken seal and one 7 oz. plastic bottle with label. 
Code ·'.t.ot No · B" 

Blaok 

ANALYSIS 
AMOUNT 

CL.AlMED 
SATISFACTORY UNSATISFACTORY 

Method: Silver extracted from sample vith 1+1 Nitric Acid by shaking 
3 hours and standing over weekend. Excess sodium chloride 
solution added to an aliquot of sample extract; exceas titrated 
with silver nitrate potentiometrically. Silver in sample calcu
lated as metallic uilver • 

Results: 1 
2 
3 

- 2.06% 
- 1. 72% 
- 1.91% 

average - 1. 90% ailver (as w.etallic) Claim 1.05% metallic 
silver 

EPA HQ ,...., 1500-4 (2-73) ftltPI.ACitl ,.ON.!I '"" 4•1 ANIJ Pft l-UI 111·111 WHICH ARit OaiOI.&:Tit 
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!ON!CS, !NCORPOP.ATEO 
Attn: Wo.lter Polens 
P.O. BOX 99 
Bridgeville, PA 150!7 

Gentlemen: 

subject HYGENE 

-----------~~~~~~~~-

REll!STRATION DIVIS TO~: 

EPA Re0• No. 35900-2 
Your letters of February 18, 1Q, 1976 and 
March 4, l~Hf, 

The genera 1 chemistry data 1 s acceptab 1 e w1 th the exception f\f !' .• ~ anrl 
8.4. You should submit det!11s of thtl' atomic absorption and the Volharo 
Me•hods of Analysis. 

rn regards to your suggested procedur~ for evaluation of .lly<:'ene Moclel HY~? 
cartridge type filter for FPA Registration. Dat~ derived 1n accord~nce 
with the test protocol submitted would meet the bacteriostatic P.ff1cacy 
data requirements 1nd1cetetf in our letter of Decemb~r ?.4, 1975 for n. 11nit 
which processed mun1c1J)ally treated tap water at a fl0\'.1 rate of 3 9f.IIT! 
for a 1A,750-gallon volume capacity. The acceptancr of the uit for thP 
efficacy claimed is contingent upon th~ subsP.quent Pvalution of the dota 
developed in concurrence with labeling claims. 

A copy of our recently prepared document "Interim Requirements For R.eQister1no 
Bacteriostatic Water Treatment Units for Home tlse11 1s enclosed to infom · 
you of the test protocol to be used in testing future water tr@~tment units 
that you develop. At this interim interval, You have the option of developinr 
data by either the test protocol that you submitted or by the on• ind1c•tec 
in the doaament enclosed. 

Your submission of Oevember 5, 1975, in rP.ference to Pool GPne, File C)yrehol 
35900-R, is still under review. Oue to the nature of the points raised 
and/or objections stated in your letter in reference to our previous P.valuation 
of your application, it was deemed necessary_ that each of the _five _scientific 
~/,;;-c:~y./:1/&:~ c.?vt/C:i'Y<':'-<5::/ ..r-6.-./::;/('.'/ ~-. ;- .~·.__.·e· .. _.,<..;'.//::.._., 
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judgement. Three such evaluations havP. bften mad£'. HowPvPr, two JTIOre 
are still required. As soon as we havP rpee1ved a responsP fro~ ~11 
of the dlsclp11nes Involved, the lnfo,....tlon wilT be tr•ns.,ltterl to .vou. 
We expect this review to ltP completed 1n approximate-ly blf'l .,,~l'h. 

Sincerely, 

;,...r,rC 
P?<::Y 

James H. Banks , 
Product Hanager.33 
Disinfectants Branch (lll-~f.7) 

Enclosure 

lll-567:Dts :RGD:md:5904n:Rm ~21 4/23/7f 

188



• 

P. 0. BOX 99, BRIDGEVILLE, PENNSYLVANIA 15017 
PHONE A. C. 412 343--1040 TWX 51oe973299 

Mr. James H. Banks, Product Manager 33 
United States Environmental Protection Agency 
Disinfectants Branch (WH-567} 
Registration Di vision 
401 M Street S. W. 
Washington, D. C. 20640 

February 18, 1976 

Ref: Your Letter of December 24, 1975 in answer to my Letter of December 3, 1975 

Dear Mr. Banks: 

I have enclosed with this letter a suggested Procedure for Evaluation 
Of HYgene Model HY-2 Cartridge Type Filter for EPA Registration. ~ ~ 7":S:l) 

9-'?-7? 
The reason I am sending this testing procedure along to you before we 

spend the money to complete this testing is that the last time we had our HYgene 
material tested, we obtained results that Mr. Brown said would get us a self
sanitizing rating and then after we sent the EPA the results, we were not given a 
self-sanitizing rating but a bacteriostatic rating. 

Our company is a relatively small company and we can not afford to 
waste money. We ask that you please review this as soon as possible and let me 
know if we complete this testing, would it suffice to get us a bacteriostatic 
rating. 

"'we have 

WJP:mle 

I am aware that the labeling would have to be in line with the label 
on our bacteriostatic HYgene material. 

We ask that you have this reviewed and contact us as soon as possible. 

Very truly yours, 

IONICS, INCORPORATED 
Bridgeville Plant 

Walter J. Polens 
Vice President 

'Enclosure 

cc: J. D. Collins • • • • • .. • .. 
• • ... ... 
• • • • • • • ... 

• • • • • • • • • • • • • ... • • • 

• • • • • • ••• • • • • • • • •• •• • ••• •• • • • • • • • • • •• • • • • • • • • • 
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P. 0. BOX 99, BRID6EVU .. l..E, PENNSYLVANIA 15017 
PHONE A. C. 412343-1040 TWX 5106973299 

Mr. James H. Banks, Product Manager (33) 
United States Environmental Protection Agency 
Disinfectants Branch (WH-567) 
Registration Division 
401 M Street S.W. 
Washington, D. C. 20640 

Dear Mr. Banks: 

March 4, 1976 

Please refer to my letter of December 5, 1975 in reference to 
Pool Gene File Symbol 35900-R. 

I have not had a reply to this inquiry. 

I also call your attention to my letter of February 1B, 1976 
directed to your attention in reference to a proposed evaluation of our 
HYgene Model HY-2 cartridge type filter. I have had no answer to this letter 
either. 

WJP:mle 

Your replies to both of these will be very much appreciated. 

Very truly yours, 

IONICS, INCORPORATED 
Bridgeville Plant 

~,._x..->~a~ 
Walter J. Pol ens 
Vice President 

• • • • • • •• • 

• • • • • 

• ••• • • • • • • • • • • • •• • 

• 
• 
• 

•• ••• ••• • • •• 

• • • • • • ••• • • • • • • • .. .. • ... .. • • • • • • • • • .. 
• • • • • • • • • .. .. • .. ... 
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P. 0. BOX 99, BRIDGEVILLE, PENNSYLVANIA 1!5017 
PHONE A. C. 412 343-1040 TWX 5106973299 

Mr. James H. Banks, Product Manager (33) 
Disinfectants Branch, Room 321 
Registration Diviwion (WH-567) 
United States Environmental Protection Agency 
401 M Street s.w. 
Washington, D. C. 20460 

Dear Mr. Banks: 

February 26, 1976 

Enclosed you will find a copy of the Application for Supplemental 
Registration of Distributor that was sent to our company. This was marked 
11 0isapproved11 because it did not have the signature of an officer from 
Ioni cs, Incorporated. 

I have signed this form and returned it. I don't know if this is 
satisfactory or if you need a complete new application. 

If a new application is nee , w 1 y~ please send one along and 
have it executed 

Your prompt attention to the above will be very much appreciated. 

Very truly yours, 

ION! CS, INCORPORATED 
Bridgeville Plant 

~~>::,.0~ 
WJP:mle 

Enclosure 

Clean Water for America 

Walter J. Polens 
Vice President 

• • • • • • • • .. • • • •• ••• 

• • • • •• • • • • .. 

••• • • • • • • • 

• • •• • • • • • .. 

• • • • • ••• • • • • .. . 
• • • • •• • • • • ••• •• • • • • • .. 
• • • • • • .. .. . 
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U.S. ENVIAONJ..tE"NTAL PROTECTION AGENCY 

OFFICE OF PESTICIDE PROGRANS (tf'N.567) 
WoliHINGTO,.,. O.C, :1.0.480 

(Pleaae read Inat.tuctio~ 011 Nek before completina:) 
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P. 0. B'OX 99, BRIDGEVILLE, PENNSYLVANIA 15017 
PHONE A. C. 412 34:3~1040 TWX 5106973299 

Mr. James H. Banks, Product Manager (33) 
Disinfectants Branch 
Registration Division (WH-567) 
United States Environmental Protection Agency 
401 M Street S.W. 
Washington, D. C. 20460 

Subject: HYgene 
EPA Reg. No. 35g00-2 
Your letter of Jan. 20,1976 

February 19, 1976 

~ Dear Mr. Banks: 

This is in reply to your letter dated January 20. 1976 in reference to 
general chemistry data for HYgene. 

A.1 You are correct in stating that the active ingredient is 
essentially 100% metallic silver with only traces of (j ~< 
impurities. 

A.2 Correct. Manufacturing process is the same as in 
Petition 5H5079. 

A.3 Purity of ingredients used in the manufacturing process of 
HYgene are as follows: 

-

• • • • • •• • •• 

• • • • • ••• 

• • •• •• • • • • •• 

• ••• • • ••• • • • 

• • •• • • • • •• 

• • • • • • • 

• • • • • ••• • • •• • 

••• • • • • • • • 

• ••• • • •• • • • • • • • • • •••• 
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" 
' ' ~r. James H. Banks, Product Manager (33) 

Disinfectants Branch 
Regtstratlon Dtvtston CWH·567) 

February 19, 1976 
Page 2 

United States Environmental Protection Agency 

WJP:mle 

A.4 The active ingredient (silver) has been described only 
by the word umeta11icu. These other adjectives would 
also be applicable. 

A.S I do not understand if you are saying you are going to 
& send us the information on the testing or if you are 

B.4 waiting for us to supply you this information. 

I trust this is the information you desire. 

Very truly yours, 

IONICS, INCORPORATED 
B:idgeville Plant) 

J)",_,ce<,, y. (Jd,~_) 
Walter J. Polens 
Vice President 

cc: J. D. Collins - Ionics 

• • • • • •• • •• 

• ••• • • • • • •• • • • • • • • • • • • • • ••• 

. . . : : .. : .: .... 
• • • • • • • • • • • •• •• •• 

••• • • • • • • • 

• ••• • • •• • • • •• • • • • •••• 
' 
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DATE: IN. __ _,OOT.~·-- IN. __ OOT. __ IN 3/31 OOT 3/31/76 

FISH & WIIDLl'FE ENVI110!-l·lENTl\L CHEMISTRY EFFICACY 

FJLE CR RID. ID •. __ ...:._ ______ 3_5_9_00_-_2 _____ .:_1'_· -----

PETITION CR EXP. PERMIT N:J, .. _ ------------------

DATE DIV. REJ:EIVT:D, ___ __, ___ ~2:::-2!::4t:-~76!!.-_________ _ 

DATE OF SUIMISSION. _______ ~2:::-1~8!.:-~76!!.-_........:. _______ _ 

DATE st.JR.!ISSION ACCEPTED·-------------------
TYPE POCOUCT (S) : I, bJ H, F, N, R, S Bacteriostatic Water Filter 

PRaXJC'r z.rn. ro. 33 

PF<DDIJCT N1\ME (S) Hygene Mode 1 HY-2 Cartridge Type Filter 

CCMPANY N1\ME Jonics, Inc. 

SUIMISSION PlmPOSE. ___ _;;Re;;;s:.;u;:bm;;;;.;i s:.;s:.;i;;;on::_:w:.;i:.th;:o:.;u;:t_d::a:.:t;:a ________ -'-

CilEMJ.t!IL & FORMUUITICN. _____________________ • 

•. 
··~·----
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200.0 Introduction 

200.1 Use: Bacteriostatic Water Filter 

200.2 

202.0 

202.1 

Background information: This submission includes a test protocol 
in response to efficacy data requirements indicated in our letter 
of December 24, 1975. 

Recorrrnendations 

Claims supported by data derived by proposed test protocol: 
Data derived in accordance with the test protocol submitted 
would meet the bacteriostatic efficacy data requirements 
indicated in our letter of December 24, 1975 for a unit which 
processed municipally treated tap water at a flow rate of 3 gpm 
for a 18,750-gallon volume capacity. The acceptance of the 
unit for the efficacy claimed is contingent upon the subsequent 
evaluation of the data developed in concurrence with labeling 
claims. 

A copy of our recently prepared document "Interim Requirements 
For Registering Bacteriostatic Water Treatment Units for Home 
Use" is enclosed to inform you of the test protocol to be used 
in testing future water treatment units that you develop. At 
this interim interval, you have the option of developing data 
by either the test protocol that you submitted or by the one 
indicated in the document enclosed . 

,~s~rr,r~ 
l)ol 3/31/76 .{ )Jtf Dorothy ~ Portner 

Efficacy Section 
Efficacy and Ecological Effects Branch 
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P.O. BOX 99, BRID6EVILLE, PENNSYLVANIA 15017 
PHONE A. C. 412343-1040 TWX 6106973:299 

Mr. James H. Banks, Product Manager (33) 
Disinfectants Branch, Room 321 
Registration Division (WH-567) 

February 19, 1976 

United States Environmental Protection Agency 
401 M Street S.W. 
Washington, D. C. 20460 

Dear Mr. Banks~ 

Subject: HYgene 
EPA Reg. No. 35900-2 
Your Letter of Dec. 4, 1975 

We have tried to analyze your letter of December 4, 1975 and since you 
say our letter of November 13, 1975 does not answer the questions you desire, I 
assume you are asking questiens about the finished product of 

on their 
which was 

registered with you under Reg. No. 35900-2. I, therefore, assume this is why you 
were not satisfied with our answers in our letter of November 13, 1975. If this 
is the case, you would have to get additional information from 
because we do not know what else they do with the product or add to the product 
after we ship to them. 

If I can be of any further service, p1ease contact me. 

WJP:mle 

cc: J. D. Collins 

Very truly yours, 

IONICS, INCORPORATED 
Bridgeville Plant 

1Uv~9£~,J 
Walter J. fa1ens ,_.--
Vice President 

• • •• • • • • • • • • • • • ••• •• • • • • • • • • • • • • •• ••• 

••• • • • • • • • 

. . . . . . ··: • • • • • • • •• •• • ••• •• •• • • • • • • • • • •••• . . : .. : . . .... 
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Ionlcs, Incorporated 
Attn: WAlter Polc.ws 
P.O. Box 99 
Bridgeville, PA 15017 

Oear Sir: 

Subject: Hygene 
EPA R&9. flo. 35900-2 

We will accept your general chemistry date for HYGEHE aedla and all 
products using your aedla If you verify that the following Information 
1s corract: 

A.l Complete cooposltlon of technical cbomlcal used as active Ingredient: 

Efsentlally 1001 81tellfc silver foroed In situ, 
with only tracas of IIIPUrltfes. 

A.Z Manufacturing process of the technical chemical: 

5aae as In Petltfon 5H5079 

A.3 Purity of starting and lnteraedlate 111terlals used In the manufacturing 
process: 

A.4 Basic physical and chemical characteristics of the active lngredlent(C): 

Mallaable, ductile, aetelllc, hllvy, sensitive to light 

202
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Page 2 

A.5 Details of the atomic absorption and the Volhard methods of analysis 
& w111 be submitted soon. 

8.4 

Your Immediate response to this letter Is requested. 

Sincerely, 

James H. Banks ~~ 
Product 11anager (33) 
Disinfectants Branch 
Registration Division (WH-567) 

WH-567::DB:JHBAHKS:bab:rm 219WSME, X68815:1/16/76 
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IOHICS, DICORPOJATED 
Attn: Walter J. Polens 
P.O. Boz 99 
Bridgewille. PA 15017 

Gentla.en: 

SUbject : HYGEIIE 

'-REGISTRATION DIVISION 

EPA lag. Jlo, 359()(}-2 
Tour letter of Decnber 3. 1975 

Thia 1a 1n re.pouae to your letter of Dec-':ter 3, 1975 in reference to 
,our propoaed product u.ed BT2 Vatu Cleaner. 

Al~h we do expect IQOd engineering pr~nciples to be applied to vater 
tre.attteut product• utUid.n& eilYe:r filterlag ae.dia, iuterpolation and/or 
ut:rapolaU..oD of data d.8'reloped to 4eaoutrate effic.aey of the filterinp; 
.adia per ae 1.e DOt acceptable to nbaUnt.iate efficacy of a specific 
vater treat.eo.t procluct. 

Silver releue dau for 10 product units aad bacteriological data for 
3 product anita .W. 3 corrupouclf.nB aetiYated carbon C:Ofltrola .uat be 
prO'ri.ded to Mlbatantiate effieac:y of the vroduct identified .. 'ta1'2 
Water Cleaner" wbeo aaoufactured with oilftr.filteri'lll aedia • 

Data deve.lop.d OYer the lifett- of tbe product suat be prcwided to 
aupport ela:!M for the r-.cwal of peaticf.dea, pbuols, aod deterttants. 

'!be earlier ia.foraatioo proorid.ed tba.t aeparate EPA Iea:i•tration Kuabers 
will be r.quired for each lnd.id.d.al water tt-taent product, including 
n:plac.eut fUtera atill appU... '1'be regiatration Dtlllber baued 
(EPA bfl· No. 359D0-2) ocly ccwera the production and aale of the l!YGP'Nt 
aed.iua and ehould DOt be eia:cou. t.Ned aa pe1:-taiuing to auy individually 
aantlfac:tUl'ed water treatuat Uldt. 

Sineerely, 

J .... n.-...(~ 
Product H.uaae7,;' v 

Di.aiDfectanta Brecb (VD-56 7} 

WU-567>DlS:IGD•ed:590AO:l2-2l-75:1D 321 
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Mr. James H. Banks 

P.O. BOX 99, BRlOGEVILLE, PENNSYLVANIA 115017 
PHONE A. C. 412 343-1040 TWX 6100Q73299 

December 3, 1975 

United States Environmental Protection Agency 
Disinfectants Branch, Room 321 
Registration Division (WH 567} 
OPP-EPA 
401 M Street S. W. 
Washington, D. C. 20640 

Dear Mr. Banks: 

Enclosed with this letter please find a specificat1on sheet on our 
General Ionics HY2 Water Cleaner. 

I wanted to discuss the registration of this cleaner with you 
during my visit to your office on November 19. Since you were tied up in a 
meeting that day and I was unable to discuss this in person, I thought I would 
send it to you in this letter. 

Ionics, Inc. is at present producing small HY2 Water Cleaners with 
plain Activated Carbon. Ionics, Inc. respectfully requests the EPA to grant 
Ionics, Inc. the usage of its EPA registration number 35900-2 on this HY2 
Water Cleaner. We propose to replace the plain Activated Carbon in this filter 
with our HYgene bacteriostatic water filte~ing media registered with you under 
35goo-2. Ionics, Inc. proposes to operate this HY2 Water Cleaner within all 
of the test flow rates that it supplied to EPA with its request for registration 
of its HYgene media. 

Ionics, Inc. contends that since it performed the tests to show that 
its product HYgene is an effective bacteriostatic product, if we scale up or down
as long as we stay within good engineering principles - EPA should allow the one 
EPA number to apply to all different sizes of the same product. Ionics, Inc. 
agrees that if any changes are made to the media or any drastic changes made in 
design or flow, then this would be a different product and would require a 
separate registration. 

••• ... • • • 
• • • • • • • 
• • • • • • • • • • ... • • • .. .. • • • • • • • • • • ... .. . 

••• • • • • • • • • • • • • • • .. ... • .. .. .. • • • • • • • • • • • • • • • • • ... .. • .. .. 205
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'Mr. James H. Banks 
united States Environmental Protection Agency 

December 3, 1975 
Page 2 

Ionics, Inc. respectfully requests your prompt attention to the above. 

WJP:mle 

Enclosure 
cc: Mr. Elijah Brown 

••• ... • • • • • • • • • • ... .. • • • • • • 

... • • • • • • • • .. ... .. • • • • • • • • • ... .. • 

• • • • • • • 

• • • .. • • • • .. 

• • • • • ... 
• • .. 
• • .. 

Very truly yours, 

IONICS, INCORPORATED 
Bridgeville Plant 

___,:v..,__x_~>"'-':0~ 
Walter J. Polens 
Vice President 

• • • • .. • ... 
• • 
• • 206



GENERAL IONICS HY2 WATER CLEANER 

(Size: 5 3/8' Dia. x 13 1/2' Height) 

The GENERAL IONICS Hy-2 WATER CLEANER is an Actl· 
vated Carbon f_ilter. It is designed for efficient removal of 
organic impurities found In potable water supplies, Theta 
impurities include tastes, odors, color, lnsttcticidas, pesticides, 
herbicides, detergents, phenols and other contaminants from 
both naturel and industrial sources. Tha Hy-2 Water Cleaner 
will also remove turbidity and suspended solids found in water 
to levels comparable with sand filtration. 

In addition to the absorption and filtration function of the 
Hy-2 Water Cleanar, it Is also capabht of concurrently remov· 
ing exceu oxidants such as chlorine used in pretreatment 
application by municipal watar supplies. 

HY·2 WARRANTY: Tht obligation of GENERAL IONICS, INC., 
uOO.r thl1 werranty lhall be limited to tht ~lr or e~echanga of any 
Ptl't or peru which !Tilly thu1 prow dlfeetlw undar no!'mlll UM and 
tervlce within one yHr from tho dllto of purclwle. 

TURN ON TURN OFF 

1. Fullfloww•thbonded -- :·~ ,:' 
TASTE. ODOR AND DIRT REMOVAL -rJr:I _ 

activated carbon element -- ,.. -"'. -
-.:=.~:::. 

Naturally 
occuring 
tastu, odor 
and sediment 

Taste, odor and dirt in 
drinking and cooking water. 

I REPLACING THE FILTER r;:.. 
......---INLET VALVE 0/ 

CJIU>ITIONED 
.ATER 

.. ---c--------f~ -........ -------~------------""'f'J?.._7L. ~~----------
®OUTLET VALVE/ -

HARD WATER 

1. Close Valve 'A'. 

2. Close Valve '8'. 

4. Turn the filter element 
container left an eighth tum 
to stop and lower carefully. 

• •• • • • •• • 

3. Depress red ----. 
vent button D 

-S. Unwrap the filter element 
according to the directions on 
the label and place it in the 
container. ~ 

... • • • • • • • • • • ••• • • • • • • • • 

until pressure 
is relieved. 

6. Replace container and tum 
right to stop with Index 
marks In line, 

D 

l 
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P. 0. BOX 99, BRIDGEVH.L.E, PENNSYLVANIA 1501 l 
~t-IOtJE A. C. 412Zi·13-10·m TWX 5106973299 

December 3, 1975 

United States Enviv-or.r::n, 1 Protection Agency 
Di;;ir. fectants ~!:?nch, Po ~ 7 : l ' 

' Regis~rot1on [/V~5ic.n ~' .... ~ Jj 
GPP-EPA 

-401 f1 Street S. N. 
\i':l:r-:bLJgton, D. C. 2u64') 

f.. _ntion: ~1r. James s:.n~~3 

Dear i~r. Banks: 

Thh let~er 1·d l, .a thoriz"' you to u:.e information in our file under 
our EFA R~gistr3tion lia. J5900-2 for the evaluation of a water filter manu
factured by 

 

Thi<; lct7.er :;:•J<>~ you ttlt.horiz<Jtion to re:fer to our file but not to 
make available to ,my confider.tial material in the file. 

1f you h:tve a:1.:; q<Jestiol!::> concerning this. please contact me. 

\~JP:r.1le 

cc: 

Very truly yours, 

JONJCS, INCORPORATED 
Bridgeville Plant . . . r:v ., 
~f)~~J__~= 

\lalte; J. Polens ~ 
Vice President 

*Product ingredient source information may be entitled to confidential treatment*
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REGISTRATION OJV!S!OI; 

JOIIICS, INCORPOP.ATfO 
Attn: W~lter J. Polens 
P.0. Box 99 
Bridgeville, P' 15017 

Gentlemen: 

Subject HYGENE 
EPA Reg. No. 35900-2 
Your letter of Novem':Jer 13. P)7: . 

The general chemistry 1nfo~t1on sub~1tted with the referenced 1Ptter 
1n support of 
1s not accepta~le. 

\·- Apparently you did not quite understand our request. The ~eneral 
chemistry requirements are in two (2) parts. The first p•rt, V!), refers 
to the technical chemical used as the active ingredient (in this ca~e
elenental silver} and the second part, (B). refers to the specific 
pesticide formulation (1n this case-- a water filter containing silver 
and carbon). The information required 1s as follows: 

A. Information on the tech61cal chemicals used as the act1v~ 1nqredients 
1n the pesticide. including: 

1. Complete composition of the technical chemical. includino the 
chemical names and percentages of impurities; 

2. Basic manufacturing process of the technical cheMical. 

3. Putity of starting and inte~iate materials used 1n tPe 
manufacturing process; 

4. Basic physical and ch~ical characteristics of the activ~ 
ingredient(s), either in technical or purer form; 

5. Analytical methods for the principal c~flQnent(s) and imrur1ti~s. 

B. Information on the specific pesticide fo~lation includin~: 

1. Method(s) of analysis for identifying and Quantifyin9 the active 
ingrecJent(s) in the pesticide foMDUlation. 

209
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2. liote that "basic physical and chemical characteristics", in ~(') 
above,mean ~ structural formula. meltfng point, boflfng point. vapor 
pressure, density, hydrolysis rate. solubility, dissociation constar.ts. 
stability, physical stllte, color and odor. You have not surr11ed any 
of this information. 

3. Submit more details of the atomic absorption method. 

4. We accept your storage stability data as satisfactory. 

5. Your attachment A(Method for determfnfn~ total silver content of 
Hygene) 1s not acceptable because 1t fs incomplete. £xactly hm1· do 
you analyze~r silver? You say "Take aliquot for quantitative 
analyses of stlver.~ However. that fs the end of the method. Please 
explain. 

Sincerely, 

' Jlt:les II. Banks 
Product Kanager 33 
Disinfectants Branch (WH-5€7) 

Wll-567: DIS: P.GD :r.d: 59040: 12-2·75 :Rm 321 
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P.O. BOX 99, BRID6EVIL.L.E, PENNSYLVANIA 150'17 
PHONE A. C. 412 :343-1040 TWX 5106973299 

United States Environmental Protection Agency 
Disinfectants Branch, Room 321 
Registration Division {WH-567) 
OPP-EPA 
401 M Street S.W. 
washington, D. c. 20640 

Attention: Mr. James H. Banks - PM 33 

Dear Mr. Banks: 

November 12, 1975 

This letter will confinn our meeting in your office on November 19 at 
10 a.m. 

At this meeting I would like to discuss with you and some of your 
personnel the application of our HYgene in some of our larger units and also, 
now that we have an approval on HYgene. I think we could now talk to you about the 
possibility of using this in our Pool Gen~ swimming pool unit. 

I want to thank you for arranging this meeting and giving us the 
opportunity of discussing these products with you. 

WJP:mle 

I shall look forward to seeing you at that time. 

Very truly yours, 

IONICS, INCORPORATED 
Bridgeville Plant 

Walter J. Polens 
Vice President 

• • • • • • 
• •• • • .. : ... 

•••••• .. ·~· : : • • • • • •• •• • •• • • • •• • • • • • • 
• ••• • • • • . . : . . .. .: . . . .. :·: . . . .. . . . .. ,: ... " . . . . . ~ ------- -------------------------.:·.o.;;..;.:·:.· _...:_ ____ ............. 
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iJ.S. ENVlAONIIIIt!:NTAl. flllOTSCTIOH A11CNCY 
. OIII'II'IC. 011' PSITICIO&I PftOOIIIAWI 

I'ISOIITIIIATIOH OIVIIION 
WAIMINOTOI<!, D.C • .1CI4S0 

NOTICE OF REGISTRATION 
(UrHier ,,.. '"-' lnMcllllhN, ,.._,tdrh, 

..., RDII-ar:/rh Aet, •• ..-.hd) 

.C 1 or.1 cs, ·,-] r.corporu ted 
Attention: :r.r. livlte.r .1.. F-oll>nS 

• 

ia ccMlaectioa with tbla repb'atlon mol M •llb
c_,oe, ta aly carrHpoOdenee on ibis product 

basi~ of the lnfota:~etioa fumiabed by tbe-tecictrant, the above IWned pesticide la. heteby tesiatered 
..;ie, •th<f Federal Insecticide, Furtgidde, and Rocleticide A1;t. · .· . 

~-, ~ - '/copy of the labttlinc .::cepted ia eonnecti~ ~th\~, r:.~~tioa la ret:~.d herewith. 

lti. ·~.~-~~~~~~~~~1~~~@~~COft~s~trued ~ •~ eml~t ~~approval Of this product by thla Aaeacy. In ~;~;:::~the Admitdstrator,. ~ hie -_wtioa, tllay at any time suspend Dr cancel 
~ with tile Act. The acceptance Df .any 1111me la connection with the reo. 

to~ construed sa cfving 'the re&i&trant a rllht to ucluaiva use of the 
otloeni. • . 

· n.e iollowt'C paragraphs are applicable oaly 'lliben :checked: 

.. (] .the rectat~oa for thia product la 'betnatuaed with the wtderatuding that certain defects ic the ·labeling 
. wldcb are DOted below will be corrected P aoon •• pot:sible. Objllctioft i• aat raiaed to the ue of the 
· -piHeftt labellac for • rnaonable period of time wblle fully corrected labellnals beica prepared. Three 

copiee of the corrected labeliD& must be nbmitted. · 

-·:f:f~<; L tt;-.f 'to: ·t.J infvr::, vou thi!t 
_r,,. .. :. '· : 'H::t::do~t::::tfc --~·Ho:>r filtJ;r 
-~?r . · ;p-': .. ~ , .3::.:...-·r:;""_;:," 

'-E.-~":<:"0'! ;· -;;t1· ~~:,-:;;· '-1 i'i~'Ora tdr_•; tr:st ~t.f·;tn r:-~" Jh:::. :::_l-'" .-: ':c 
-;b:::-c.-:-:.:.r'iG';'t.at~c activitv-.. 7•;:::. filtH f'l."kift\ '·: i 
tn,i·,~'it ~ t.rv,;.;;,1, of. _t,;.'ctr;rii ~-tt;~cl~ is ;:;t·t•'"·'w:J; 

· ~;, • .,.._,.,, tY :"v·-·i·:~-x:-rrt o; 'Jta"'"'r "J'-' -.~ .... -,' 1'1';:,'5;---'.".-.y"'' . • ...... 

2. }': ~~-:;.- _;__..,__,.,> r;:'rced tf\i:':·~ vJu Sf"- ret- .::!04:;-"J to dist!·i]•·.::;- .~ :::-':'~1-"~ r: 
!.'""'tA we-- ;.·h-:~; iF ':rnefi·.,....:s ·e' b:t1l-":Hn:-~ ~;nt'l thi:; ;wn-i;Jr-\ F",.._o-- . ..,..~ 

·:ft:;:._~(L;' ·'-:: •1\'l;iBrs:t;not< thdt. (,~f"i)r~ iHl,V Slli;h 'tit,.,r.1f.t•l"?t{ ... rn:.tr-··L '{--' 
:~ ·~- ~i'-·h- ~rcdt.:<:.:~. it m~s~ :v; ffr:.;+·acc€r~ Vv ·tr;is PP'!t: . 

.. --

~ ·- . ... ,~,.,,,·,-.·.;::-- :_~IJfl:",_ ... ~i::. '· 213
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Note that this submission was processed and accepted under current 
requirements. At such time as re-registration is required or 
amendments are proposed, the Registration, Re-registration and 
Classification Procedures, as published in the Federal Register 
on July 3, 1975, will be applied. Refer to Section 162.23 of 
that document. Refer also to PH Notice 75-1. 

Sincerely, 

f;}fv 
James H. Banks 
Product Nanager 33 
Disinfectants Branch 
Rc9i~tration Division 

Enclosure 

Stamped La be 1 

\IH-567: DIS: RDOUGLAS: ca: 1 0/29/75:159041 : Y111-321 

cc: PED 

214



-.. __ .:·:. 
' ' .. _ 

····"·'' ·~:-,_ ~:'·'. 
·;. -,-· 

~---- ... ; . ·.;: :-...,-~_.- .. ':!1.-

";,. --., 
.. _. 

'• '" " ' 
; ·' 

-... :----
->·.r, ' 

·' . 
'-~-

.-·-- -'-i· :.,c,-
,,.~ 

,,_ 

·'> ... --: ,:·' :·:~i. '~i> 
-'·: 

:~;~:; '-.- :-·-:. 
, .. 

--<~ ,;-_. ;; 
" ----: . ·;. __ . "/ '; c ,·,-· 

'- --- - ;;· '· '--· , __ _ 
.•.-·. 

·:,:.· -. -: 

-... -. 
... ' ·, 

. . • '•: :; _, . . '': ~. . . :,_- ,_. , .. _:-,-- ._; -~0 ' 

.. , ·\ .'_;':'~·,::'· 
-·, 

" 
.. _--

;:-
" ~ ---' '( '· -.-- ·-.- ---

., 
·. ,, ,·. ".j- ·. . . . .' ... 

- I ........ - .. _.; .. . 
•'. c,• ' 

• -~ ,0 '. ' ; _ •• ' - .-

c \ l ; ' : ,: \ 1 •' ' ' 

-:,' 
i--,. 

•·J. 
.. 'I·. 

. 

" 

.. •' 

. '; 

·-: 
-,_ ' >'l > _; i ,: .,_ ·-- .. , 

-,.-

--... · 

,,._··r·:_-:. __ ., _ _. :;-· .. _,_:__ ----·:_·---.-.·_-·: '"-------·- -----
-. :_, ···:· .. -. ,.,,_. . .-_. -· · · ·· : · ..... lnhlbl~·the growth of bacteria 

~ -- . 
"; 

; 
I . .. I . ST0RAGE.OF HYGENE MAt:ERIA.L: ,-S_tare in _c_losed ccint_oiner which ex_cludes· moisture 

' 
. · .. --:• ... 

·:,: 

J 

•. > • 
' 

.. ,• 

, .. :-"-:_ .. · .- __ .. -; .. _ _ ._ ... .-.- _ '-.. _ and_ che~i~-~~--~~~es, _ . _. 
.EPA. Reg.' No. 3:;900·2. • ''·. · .. ·EPA ESt.". No.· 35900 PA 01 .. ··· · · ...•... 

.,.·;•.\cl'lvE INGREDIENT . ~ "· ; • ·. .. : , 0 , ' ·.< .. ·•.·.······ •... ··.. . 0 

-i' 
~:-

.... · ... METALLIC SILVEfl "·.~:-.--',1,.05"/o,.·LOT NO. · .. . .,. · •..•.. · . ··' 
.JNERT INGREDIENT. · . . ·,· ., "; · · ' .; · . · · ., . 

-····-->·-'.-]· 

l 
" -~: ... 

. , . i· 
"<-'-' ;_ /.:.--- l 

' 

;' 

.. ,. __ ,_ . ' , . . •.+.· 
-··:.r 

ACTIVATED CARBON-'_.':L9B.95% o.NET CONTENTS cu. II .. 
·.-, . DIRECTIONS· _FOR .USE·:-:_:~ ..... ' :..:. ·..:.::·- ~_....:.. Flow·· rote is not to eac~eed ... l5 GPM per :_ -:-:.-: _, 

· · · ---· · · · ·---- ·-- ':·· ':'/~- ·,· · --.-: · ---.: :-'cu·. ft.'ot ·media. Sed depth rriust-· be aMeast'' 
. ~- .-:- ·- --,- -- twice the diameter. · --~ 

DISPOSAL 0~ SPENT.· MEDIA_:....:.~....;._~ _.Ret.a_in ·shiPplnQ .carton and .Plastic liner·'for·,· 
~'--- .: .. ,- · . · :· · <: ·-: · ·, · _._ :·· -:. .. -· :: .. ·: · ·. '.diSpoSing of.eah~ustlid filter---~~lidia with tr~: 

___ , --.· 
:· ·x 

·--;----
·-. , ... 

·-:.-.;~--

'-\ . ;; . 

'' 
',.;._ .'. >:AnOtht'!rJ.;nl_.pirOdUCt bY· the·- rrior~ufachir8fa·:Ot.:GenerDI'IonicS water~Condit~ing· _Equi.,m_~t ~ · · · ·. 

I ' 'JONicS, 'INCORPORATED . 'Routes Sl9 a. 50, Bridgeville ,PennaA501?. ' I ' 
•C' 

·;- ._.,. .(. 

·- ••• < 

.),:: 

' 

;, __ . __ 

·-.:_:. ''·:.'- ._, -(·;:-· ' 
-.•. : -~ -~ ... - ·' / -; ·-· " ,_ ._ 

•. -· ··~ - •. ,__ ... C'--' _., . , ..... 

.-- :· 

.. .,:· 

• ... : •.-: !;.'·- .,· -:-·<' .--: · .. -·--. . _;: ;.---- ·-·: · . . ::,- . 
·:. 

' 
'-.;o-- .. _:::· ··,;': 

•"<" - .:. . ... -J_ ,._ 
<. • ~ ., • .. 

' .. _, 

' 

. ~ '· 

·-·.-·. ,, 

' 

·j 

. 

' 

' -.. -··' 
'· '· 

•, /c,·' .-.-

';' / ;:· ' !l 
·- ,, 

-,.-. 
. , . 

< 

·- :._ :>:_·; ·.\:· -'-.!" 

.;·-·"·.'·, 

'' 
'· 

' 
.;• 

'· 

. ,. ' ... ---
' !· ·._: 

·:--· 

.·.;-· 
.,_ .. 
;-.. - ~~. 

--: '· 
;~ -..,; _.-_ ·-- ,,\ .-

··-\ 

.-. t;• 

•:. ,_. 

" 
·'· 

v, 

:.,--;.._·· 

--··· 

" 

' 

215



• • • • 

SUBMISSION REVIEW RECORD 

A 

B 

c 

0 

E 

F 

G 

H 

J 

K 

L 

0 

p 

Q 

R 

s 

T 

o, O.o 

10. DATE PUBLISHED 

REVIEW TYPE 

RE\If(WAIIILITY T(AM 

PF'OOUCT MAN .. GER TEAM 
EFF"(CACY RE'I>(W 

f'ROOUCT M .. NA<;CR TEAM 
NUM .. N !i"FETY REVIEW 

PROOUCY M .. NAGER TEAM EN· 
VIR ON MEN T "'-SA FC T Y R (VIEW 

PRODUCT MANAC!!:R TE:AM 
RESUII!MISSION R(\II(W 

PRODUCT M"NAGER 

INTERAGENCY REFERRAL 

COST-BENEFIT REVIEW 
I 

PUBLIC COMMENTS RE:yi(W 

E£E BRANCH INSECTICIDE 
EFFICACY 

EEE DRAHCH HERBICIDE 
EFFICA.CV 

EEE: BRANCH .-uN<>HliOE 
CFFICACV 

EEE DRANCH ROOEHTICIOE 
EFFICACY 

EE;Il; DRAHCH OISINF!l:CTANT 
EFFICACY 

CHI;:MISTRY !!RANCH 
RESIOUE CHI':MISTRV 

EEC BRANCH !ZNVIRON 
MENTAL CHEMISTRY 

TOXICO!..OCV l.lR.O.NCH 
HUMAN SAFETY 

CEE !!I RANCH ENVIRON• 
MENTAL SA.FEYY 

Fo>m 1570-1 :J {:J-7SJ 

REViEWER 
CODE 

(/nirilliJ/ 

I 

SIGNATURE OF REVIEWER 

216



I 

, 

•• • • 

P. 0. BOX 99, BRIDGEVILL!;, PENNSYLVANIA 15017 
PHONE A. C. 412 343-1040 TWX 5106973299 

October 14, 1975 

AIRMAIL - SPECIAL DELIVERY ~ CERTIFIED MAIL ~ RETURN RECEIPT REQUESTED - ADDRESS ONLY 

United States Environmental Protection Agency 
Disinfectants Branch, Room 321 
Registration Division (WH-567) 
OPP - EPA 
401 M. Street, S.W. 
Washington, D.C. 20640 

Attention: t~r. James H. Banks - PM 33 

Subject: HYGENE 
Ion1 cs File Symbol 35900-E 
Your letter dated October 9, 1975 

Dear Mr. Banks: 

Five finished labels for the above HYgene product are enclosed. 
1 abe 1. we have made the fo 11 owing changes as requested in your 1 etter dated 
1975: 

On this 
October 9, 

1) We have changed 11Self .. sanitizing 11 to read 11 Bacteriostatic". 

• • • ••• •• • • 

•• 
• • 

2) We have changed the claim 11 Prevent the growth of bacteria" to 
read ''Inhib-its the growth of bacteria"-. 

•••••• • • 
•• • • •••••• 

• 

~.;=·· • •• 
• • • •••••• 

• • • • • •••••• 

• ••• 
• 

•• • • • • •• 
• •••••• • • 

• 
•••• • • •••• 

• •• ••• • • • 

3) We have deleted 11 as a sanitizer'' . 

4) We have corrected the typographical error in the spelli~g of 
silver . 

5) In your letter under paragraph 5~ you ask us to provide the 
necessary calculations fo verify the flow rate recommended on the 
label is comparable to the flow rate used in these laboratory 
experimentation studies . 

You may use the following equations to convert the 500 ml/minute 
and this will show that this is the same as 15 gallons per minute. 
The equation is as follows: 

500 ml flow through column of 250 cc HYgene mineral is directly 
proportional to '15 gallons per minute per cubic foot of HYgene 
as follows; 

a) 500 ml/min. = 0.132 gal./min. 

b) 250 cc HYgene = 0.008828 cubic foot 

c) 0.132 gal./min./0.008828 cubic foot= 15 gals. per minute 
per one cubic foot. 

~------ ~ -~~---- ----~-------------------217
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United States Environmental Protection Agency 

Attention: Mr. James H. Banks • PM 33 

October 14, 1975 

Page 2 

6) Ke have no collateral literature or technical bulletins or 
brochures that are being distributed with this product at 
present. 

We have enclosed a copy of a letter that is being sent to all of our 
customers. If any literature or collateral materal is developed to be sent with 
the product. we will send this to you for your approval, 

In your letter dated October 91 1975 under paragraph "D" 1, 2, 3, and 
4 ·you asked for additional information required to substantiate the bacterio

static claim for the filter media. 

• •• • • • •• • •• • •• 
• 

1) Attached please find a letter from Ms. Linda Deans, Manager 
of Analytical Services for NUS Corporation who did the testing. 
In this letter Ms. Deans gives the concentration of the artificially 
contaminated water (inoculum) at the end of the test to ascertain 
the degree of natura 1 "di eoff" . 

2) The neutralizing solution used contained 5% sodium thioglycollate 
and 7.3% sodium thiosulfate. One milliliter of this sterile 
neutralizing solution was added to sterile sample bottles in which 
100 milliliters samples were collected for bacteriological testing. 

3) 

•••••• • • 

Attached is a copy of our report "EVALUATION OF HYGENE PRODUCT 
MEDIA FOR EPA REGISTRATION". This was originally sent to you on 
September 3, 1975. Please note on page one under CHEMICAL, there 
is a listing of the production lots used for testing. Three of 
these lots are as follows: 

• • •• •• • • • •••••• Lot No. 05125, Lot No, 04075, Lot No. 03105 • • • • • -···· .. : .. • • •• 
• • ••••• 

On page three of this report under BACTERIOLOGICAL, we list the 
three lot numbers used for bacteriological testing . • • 

••••• • •••••• •••• • • • • Lot No. 05125, Lot No. 04075, Lot No. 03105 
• • • •••• •••••• • •••••• • • Please note that these are both from the same lot numbers that we 

used in the chemical testing. 

I refer you to the last paragraph on page two which states "Flow was 
discontinued to all three colurms for a period of eighteen (18) hours." These samples 
were then acidified and sent to NUS Corporation with the suffix "C" and tested by 
atomic absorption for silver concentration. This included lot numbers 05125, 04075, 
and 03105. They were identified then as lot numbers 05125C, 04075C, 03l05C. Attached 
to the above reference report is the NUS Corporation Atomic Absorption Test Report on 
the silver by lot numbers. None of the three lots went over the 50 ppb after an eighteen 
hour holding period. This conclusively p~ves that from these lots even sitting eighteen 
hours, we did not exceed 50 ppb. These are the lots that we used for the bacteriological 
tests. 
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United States Environmental Protection Agency 

Attention: Mr. James H, Banks • PM 33 

October 14, 1g75 

Page 3 

4) Attached is the letter from Ms. linda OeansManager of Analytical 
Service for NUS Corporation that I refered to under 11 011 - 1. 
In this letter she mentioned that she used Standard Methods membrane 
filter technique for the bacteriological assay. 

As requested in your letter, in order to expedite the handling of this 
data, we have returned the duplicate copy of your letter. We respectfully request your 
immediate evaluation so that we can supply some of our customers who have already been 
issued there EPA registration number. 

• 
Yours very truly, 

IONICS, INCORPORATEO 
Bridgeville Plant 

Walter J. Polen.~~ 
Vfce President 

WJP/mp 

cc: Mr. E. F. Brown, Chief 

Encls: ••• • ••• • •• •• • • •••••• 
•• • • •••••• 

• 

1·:·· •••• 
• • • •••••• 

• • • • • •••••• 

•• 
ll) .. five (5) labels . 
2~ Customer Notification of EPA letter 
:l Copy of EPA letter dated October g, 1g75 
•4 .. Aus letter from MS. Linda Oeans 
o!i}••!EVALUATION OF HYGENE PRODUCT MEDIA FOR EPA REGISTRATION" 

• 
• ••• • • •••• 

• •••••• • • 
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P. 0, BOX 99, BRIDGEVILLE, PENNSYLVANIA 15017 PHONE A. C. 41:2 S4S..1040 TWX 5106973299 

Water CN!ditwning [quipmet'l! • Custqm Fatmtelion for the Nur:!car, Chemical & Faad !nduttrlts · !teat THmsfcr Equipment 

NOTE TO EPA: This letter will be sent to our accounts after we have received 
official notification of having been granted our EPA registration 
number. 

Th1s letter is to inform ·you that Tonics, Incorporated has been granted 
its Federal Registration Number from the Environmental Protection Agency fer its 
product HYgene. 

HYgene has been registered under the Federal Insecticide/Fungicide/Rodent
cide Act and has received a Bacteriostatic rating. The Federal Government allows 
us to make the following claim- that our product will inhibit the growth of 
bacteria. 

product. 

WJP:mle 

Enclosure 

We can now honor a11 purchase orders and make immediate shipment of this 

We are enclosing our current O.E.H. price list. 

M~ we look forward to·hearing from you with your requirements. 

Very truly yours, 

IONICS, INCORPORATED 
Bridgeville Plant 

~~ 
Vice President 

• • • • • • • •• • • • • • • • •• • • • • • • • • • • • • • • .. ... ... ... • • • • 

• • • • • • •• • •• ..... 
• •• • • •• •• 

•• •• ... 
• • • • • 

• ••• • • .. . • • • • • • • ••••• 

• •• • • • .. • 
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IOHICS, IlK:. 
Attn: Walter J. Polens 
P.O. Box 99 
Bridgeville, PA 15017 

Gent!-.: 

SUbject : HYGENE 

REGISTRATION DIVISION 

file SyMbol 35900-E 
YOU't" sut.lsslon of Septeober 3, 1975 

OCT 0 S .7c 

The .....,....ct referred to """' wtll be accepbble for registration under 
the Federal Insecticide, Fungicide, and llodeatfclde Act; provided, finished 
labeling Is sut.ltted lnc:orparatlng the follawlng revisions. 

1. Change 'Self-sanltlzfng• to reed "bacteriostatic'. 

2. Change the cllfa "Prevent the growth of bacterfa" to read 'Inhibits / 
the growth of bacteria. • 

3. Delete "as a sanitizer. • -" 

4. Note the correct spelling of slher. 

s. Provide the nacessaey calculatl .... to verify that the f1111 rate I'OCCIII!l<!nde<' 
on the label fs CGIIPirab le to the f1111 rate used In these laboratory experllOenta
tlon studies • 

[
6. /lrty c:tllateral literature, such as technical bulletins or brochures, \ ~ 
distributed Ia conjunction with tills Pf'Gduet aust be subaltted for revlewj · 

Based on an ""aluatlon of the data subaftted, the following conclusions were 
•de: 

A. Claim supported by data: The requl,._,t to deaonstrate that the slher 
coacantratlon of the eff111111t water does not exceed SO flllb after treatment 

i Is fulfilled by tile dtoalcal data provided. 

B. Data not appropriate: The bacterfologfcal data .,.. Inappropriate to 
support a self-Sinltlzlng clala for filter aedla. To support such a 
elala, a study aust be deslgaed to -.trite {1) that the filter 
aedla does retain bacteria fn Sllfflclont I!UIIIber and (Z) that the 
filter Bedla does effectively and sfgnlffeantly reduce the bacterial 
population retained. 
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c. Lesser clat• the data will support: The data provtded suggest 
tnhtbttton of bacterial growth tn water stagnated wtthtn the filter 
lied Ia for 10 hours • 

• 0. Additional tnforNtton requi....S: To substantiate th<tbacterlostatlc claim 
for the filter Mella, the following addtttonal tnfo"'atton IIUSt be provided: 

1) The concentration of the artlftcally contoeln&ted water (lnocuhan) 
at the ond of th<t test fs requi....S to ascertolo the degree of natural 
'dleoff". 

2) The neutraltnr Ulad ••t be ldentlflad. 

3) Detarelnatlons of th<t stlver content tn the effluent fr011 the three 
test units usad to derive th<t bactartologtcal data are required • 

4) Bactertologtcal 1111,11 Dethod usod to derive counts on the effluent 
frcm th<t control and test units -t be subllttted. 

YEPA Reg. No. 35900·2' ts being reservod for thts product. This eust appear 
oa the ftnfshed label. The 'Notice of Registration' will be Assued when 
ftve (5) coptes of the acceptable ftntshed (printed) llbeltng are subeltted. 
F1ntshed labeltng h that which wtll be attached to or ICCG~~Pany the product. 
Refer to the attached A-79 Enclesure. 

To expedite handltng, pl-• return the enclosed dupltcate copy oftthts 
letter with your ftntshod llbeltng. 

This letter does not constitute registration, ond tho product may not b• 
lawfully IIW'Iceted tn Interstate .,_rce unttl tt ts registered • 

Sincerely, 

t?£ 
JUIOS H. Banks 
Product ll&nager 33 
Olstnfectants Branch (WH-567) 

Enclosure 

A-79 Encl. 
llupltcate letter 

WH·567:DIS:RGO:md:59040:10·9-75:Rm 321 
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P. 0. BOX 99, BRlOSEVlLLE, PENNSYLVANIA 15017 
PHONE A. C. 412343--1040 TWX 15105973299 

CERTIFIED MAIL - RETURN RECEIPT REQUESTED 
DELIVER TO ADDRESSEE ONLY 

Mr. E. F. Brown 
Chief, Disinfectants Branch 
Registration Division {WH-567) 
United States Enviro11mental Protection Agency 
401 M Street S.W. 
Washington, D. C. 20460 

SL!lJECT: HYGENE - Ionics File Symbol 35900-E 
Ionics EPA Registration No. 35900-2 

Dear Mr. Brown: 

October 8, 1975 

This letter will confinn our telephone conversation of Friday, October 3, 
1975. From this phone conversation it is my understanding that the United States 
Environmental Protection Agency will issue to tonics, Incorporated on their product 
HYgene EPA Registration No. 35900-2. This number will be issued as soon as you 
receive the enclosed (5) labels that have the following revisions from the original 
label sent to Mr. James H. Banks on September 3, 1g75. 

Tile revisions on the labels are as follows: 

1. We have changed the word "Self-sanitizing" to 11 Bacteriostatic". 

2. We have changed the claim "Prevents the growth of bacteria" to 
II Inhibits the growth of bacteri a11

• 

3. We have deleted "As a sanitizer". 

4. We are providing the follCAo~ing necessary calculations to verify 
that the flow rate of 15 gpm/cu.ft. recommended on· the label is 
comparable to the flow rate used in our laboratory experimentation 
studies. In these studies we used 500 ml./min. flow through a 
column of 250 cc of HYgene mineral. This is directly proportional 
to 15 gpm/cu.ft. of HYgene as follows: 

a. 500 ml./min. = 0.132 gpm 

b. 250 cc HYgene = 0.008828 cu. ft. 

c. 0.132 gal./min./0.008828 cu. ft. 
by direct proportion. 

f 
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Mr. E. F. Brown 
Chief, Disinfectants Branch 
Registration Division (WH-567) 
United States Environmental Protection Ageney 

October 8, 1975 
Page 2 

It is our understanding that we are to provide you with copies of any 
collateral literature such as technical bulletins and brochures distributed in 
connection with this product for your review. At the present we have no literature 
that will be sent with the product. We are enclosl.ng a copy of a letter we are 
sending to some of our potential customers. 

I would like to take this opportunity to thank you and all of your staff 
for the cooperation we received. 

WJP:mle 

Enclosures 

cc: Mr. James H. Banks 

Very truly yours, 

IONICS, INCORPORATED 
Bridgeville Plant 

~LQ_~~ 
Walter J. Polens 
Vice President 

226



• 

' 

• I 

p, 0. BOX 99, BRID6EVILLE, PENNSYLVANIA 1ec>17 PHONE A· C. 412 343-1040 TWX 5106973299 

W1ter Conditioning Equipment • CUSJIJm Filbrit:alion for the Nuclur. Chemit:ll & Food Industries • Heat Transfer Equipment 

This letter is to inform you that Ionics, Incorporated has been grant~d 
its Federal Registration Number from the Environr:~ntal Protection Agency for it~ 
product HYgene. 

HYgene has been registered under the Federal Insecticide/Fungicide/Rodent
cide Act and has received a Bacteriostatic rating. The Federal Govermnent a11m·JS 
us to make the following claim- that our product will inhibit the groiVth of 
bacteria. 

product. 

WJP:mle 

Enclosure 

We can now honor all purchase orders and make' fmnediate shipment of this 

We are enclos1ng our current O.E.I~. price list. 

Mey we look forward to hearing from you with your requirements. 

Very truly yours, 

Walter J. Polens 
Vice President 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON. D.C. 20460 

REGISTRATION DIVISION 

IONICS, INC. 
Attn: Walter J. Polens 
P.O. Box 99 
Bridgeville, PA 15017. 

Gentlemen: 

Subject : HYGENE 
File Symbol 35900-E 
Your submission of September 3, 1975 

The ·product referred to abov·e will be acceptable for registration under 
the Federal Insecticide, Fungicide, and Rodenticide Act; provided, finished 
labeling is submitted incorporating the following revisions. 

1. Change "Self-sanitizing" to read "bacteriostatic". 

2. Change the claim "Prevent the growth of bacteria" to read "Inhibits 
the growth of bacteria." 

3. Delete "as a sanitizer. 11 

4. Note the correct spelling of silver. 

5. Provide the necessary calculations to verify that the flow rate reco~mended 
on the label is comparable to the flow rate used in these laboratory experimenta
tion studies. 

6. My cOllateral literature, such as technical bulletins or brochures, 
distributed in conjunction with this product must be submitted for review. 

Based on an evaluation of the data submitted, the following conclusions were 
made: 

"A. Claims supported by data: The requirement to demonstrate that the silver 
concentration of the effluent water does not exceed 50 ppb after treatment 
is fulfilled by the chemical data provided. 

B. Data not appropriate: The bacteriological data are inappropriate to 
support a self-sanitizing claim for filter media. To support such a 
claim, a study must be designed to demonstrate (1) that the filter 
media does retain bacteria in sufficient number and (2) that the 
filter media does effectively and significantly reduce the bacterial 
population retained. 

• • • ••• • ••• • • • •• • ••• 

• • • • • • • • • • • • •• ••• ••• • 

• • • •• • • • •• •• • ••••• • • • • • • • • • • • • •• •• • 

• • • • • • • • • • 

•••• • • •• • • • •• • • • • •••• 
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C. lesser claim the data will support: The data provided suggest 
inhibition of bacterial growth in water s-tagnated within the filter 
media for 10 hours. 

D. Adrutional information required: To substantiate thebacteriostatic claim 
for the filter media, the following additional information must be provided: 

1) The concentration of the artifically contaminated water (inoculum) 
at the end of the test -is required to ascertaio the degree of natural 
1'dieoff". 

2) The neutralizer used must be identified. 

3) Determinations of the silver content in the effluent from the three 
test units used to derive the bacteriological data are required. 

4) Bacteriological assay method used to derive counts on the effluent 
from the· control and test units must be submitted. 

"EPA Reg. No. 35900-2" is being reserved for this product. This must appear 
on the finished label. The "Notice of Registration" will be issued when 
five (5) copies of the acceptable finished (printed) labeling are submitted. 
Finished labeling is that which will be attached to or accompany the product. 
Refer to the attached A-79 Enclosure. 

To expedite handling, please return the enclosed duplicate copy of·this 
letter with your finished labeling. 

This letter does not constitute registration, and tteproduct may not be 
lawfully marketed in interstate commerce until it is registered. 

Sincerely, 

-~flr.fo 
James H. Banks 
Product Manager 33 
Disinfectants Branch (WH-567) 

Enclosure 

• • • • • • • •• • • • • •••••• 
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Revised ~pril 1973 
A-7q Enclosure 

f!N!SHEn LAREL!Nt, 

Finished labeling is defined as th~ comolete markinos and text 
that aooear an or accomnan.v the nroduct. Finished lahelina must 
be le~ihle and the qranhic desiqn must not be ~isleadinn. 

Submittino Procedures. 

I. ~hen screen nrintino or embossinn is used to nrint label in~ 
directly on the container (cans, bottles, hoxes, etc.), clo 
not submit the containers. Such la~elinp should be submitted 
after it is reoraduced as follows: 

A. Screen Printing. Request your nrinter to 
suooly finished cooies of the labelinq on 
caner for convenient filin~. Cooies May be 
obtained bv taoino a niece of naper on the 
container as it 90es throuoh the nrintin~ 
orocess. 

B. Em~ssinn. Photo cooy this labelinp. 

II. When caste-an labelino is used, submit the actual labelinn. 

III. When the. labeling involves larqe containers such as ba~s or t>oxes, 
suhmit leoible, nhato-reduced conies indicatina the fraction of 
the actual size. The actual hans or boxes are not accentable and 
will be returned. If the nhota-reducinn nrocess makes the la~el
in!l illeoible, any one of tile fo11awinn methods for suhmittin!l' 
finished labelinq \>tould be acceotable: 

P... Photo-reduce the labelinn to an acceotable size ~>thich would 
fit in a letter-size file folder, 

B. Photo-reduce the labelinq in section~. so that each sheet is 
annroximately 8-1/2 by 11 inches, or 

C. Photo-reduce the labeliM to 8-l/2 t-y 11 inches, and suhMit 
th~ labe1in~ text in tyoewritten form. 

IV. ~hen the labelinn is s~aller than 4~ square inches, conies shoulrl 
be attacherl to a sheet of naner (8-1/2 bv 11 inches). 

• • • • .. 
• ... 

• 

• • • • • • ... 
• • • • • • •• •• • • • • •••• •• • • 

• ... • • • • • • • • • • • • • • • .. • • ... • • 

• • • ••• • • • • • ••• • • • . •· . . . . • • • • • • ••••• 
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• • • .. • 

230



I 

• 
' 

.,. 

P. 0. BOX 99, SRI06EVIL.L.E, PENNSYLVANIA 15017 PHONE A. C. 412 343-1040 TWX 5106973299 

Wiifer Conditioning Equipnwnt • Custom fahrir:Mion far ihe Nuclei!!, ChrHf/!Cilf & faatf Industries • Heat Trensfer Equipment 

NOTE TO EPA: This letter' will be sent to our accounts after we have received 
official notification of having been granted. our EPA registration 
number. 

This letter is to inform you that Ionics, Incorporated has been granted 
its Federal Registration Number f~tom t~e Environmental Protection .A.gency for its 
product HYgene. 

HYgene has Oeen registered under the Federal Insecticide/Fungicide/Rodent
cide Act and has reCeived a Bacteriostatic rating. The Federal Government allows 
us to make the following claim - that our product will inhibit the growth of 
bacteria. 

We can now honor all purchase orders and make immediate shipment of this 
product. 

WJP:mle 

Enclosure 

We are enclosing our currerit O.E.M. price list. 

M~ we look forward to hearing from you with your requirements. 

Very truly yours, 

IONICS, INCORPORATED 
Bridgeville Plant 

~---"-"-"""~ 
Walter J. Polens 
Vice President 

• • • • • • • .. • • • • ... ... 
• • • • • • .. .. • • • • • • • • .. .. 

• ... • ... • • • • • • • • • • • • • • • • • .. • • .. ... • • • 
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The portable Sabro Laboratory, using the 
Membrane Filter Technique, is in daily use 
throughout the world. It has been given the 
status of Standard Procedure in the 11th 
edition of Standard Methods for the Exami· 

,, 

I; 

I / 
II 

' 

. ; " I _; 

• I /' 

• 
•. 

' . 

II Complete, complict portable 
laboratory 

{ / o I 

1111 Built-in incubator permits fast, 
accurate analysfs of up to 18 samples 

IIi! Provides tow-cost, permanent 
day-to-day records 

ll Ready-to-use disposable sterile 
culture can asumblie$ for 
Coliform or Total Count 

IIi Magnetized drawer holds culture cans 
In place when moved during 
fncubation 

Ill Easy-to-clean stainless steel 
filtration units with polished 
Interior surface 

nation of Water, Sewage and Industrial 
Wastes, published jointly by the American 
Public Health Association, the American 
Water Works Association1 and the Federation 
of Sewage and Industrial Wastes Association, 

~ IONICS, INCORPORATED 

INCORPORATED 
P.O. Box 99, Bridgeville, Pennsylvania 15017 {Pittsburgh District) 
65 Grove Street, Watertown, Massachusetts 02172 {Boston District) 

232



~--____,.,,...,------------- .. --

' . 
SABRO"'PORTABLE LABORATORY 

··'"MEMBRANE FILTER TECH I QUE 
'' 

FOR BACTERIOLOGICAL EXAMINATION OF WATER 

Tlw Sahro Portable Laboratory, employing the 
:"-lt·mhrnne Filter t<.v.:hnique, provides accurate nnd 
rnpid bacteriological analysis of water. The incuha* 
t 11 r, built inlo the laboratory, permit$ incubation of 
\\:tier samples in 18-20 hours and temperature con
twl wilhin +1 F. AH many as 18 samples can be 
mcuhntcd simultaneously with samples held firmly 
111 place im;ide I he incubator drawer to permit trans
pnrting the lab during incttbation. 

Db]tosabie, sterile culture can nssemblies are ready 
fnr u:-;c, minimizinguxpense and trouble in prepal'ing 
cquqtnlC'nt. Incubated membranes provide safe and 
p~·rmancnt records of the examination when treated 
\ut!i n \W r glycerol solution. The Sabra Laboratory 
tl•rhnique p-ermit!l permanent day*to-day records at 
n•rv low cost. 

'i'hc Snbro Model SBS-1 contains stainless steel 
:qtpamtus for the filtration procedure. This appa-

1
,,,~\t" r~ satin-finished outside and the funnel is 
~,dtnr-poli;;:hed inside to minimize adherence of 
·<~ :.:anisms during testing. AU necessary equipment 
.,,t 1 oliform-or•Total Count Determinations is con· 
taincd in the laboratory, including forceps, vacuum 
jmmp, bottles for sterile rinse water and rengents. 
Tbe Inborn tory operates from any 110 volt, 60 cycle, 
:\C electrical outlet, although converters are avaiJ
nlde for operation from automobile batteries. Nickel
cadium batteries also may be used as a power source. 
In addition, motors and converters for other power 

Model SBS-1 FilTRATION APPARATUS 
Tlw stainlel!S slt'el testing apperahw for bacteriological 
1Hill\y.ais of water by tht- Membrane Filter technique is 
!.t•/1\"Y·duty, ltigh-qua\ity laboratory equ.ipment. Being 

'
·winii'~S ~t:?-cl ihroug:hout. it h1 durable, unbreakable and 
_,,,I' c\t>anl•d. All componenls of tht- npttara\us nest within 
lw nask for storage, ~o that it O<:Cupil's very little &pace. 

The ll.!ll!embly e<>nsisl..!l of a 500 ml mirror-polished funnel. 
a MO ml n11sk, the membrane filter holder, and a double· 
acting valve. The filter holder makes up the aea\ing \ld of 
lh<' fla.~k. nnrl in its center is mounkd a porous stainlesasteet 
in~Nt. The mt-mbrnne is laid on thls insert, and it is through 
iht> 0\Nnbrane and this in!l<!rt that the \'-'aU:!r ~\ng tested 
n111~t pamtto gl't from the funnel to the flask. 

Ttw t'ntirl" at«'mbly can be tlame-mmitizetl or sterili=ed in 
1111. autudtwe. 

Thl' funnt>l is 500 ml capacity; and is \ockt'!l &imply and 
firmly to tho filter holder in such a manner that it cannot 
dntTln~;e lhc m<'rnbrane fitter. 

characteristics aw available. 
An integral part of l he Sahro Laltoratory is its 

incubator. The molar, wilh a squirrel t'Me blower, 
supplies both the hen\ and nir circulation in the incu* 
bator, guaranteeing uniform temperat11re in the 
incubatiug chamber. The incultator drawer is mag
netized :;o that the culture cans are held firmly in 
place and the dra 1\'er is held cloS<!d by magnets. 
Incuhalor temperature, held to within 1 F., ran be 
checked at all times by a dial thermometer. 

The disposable culture can af;semblies consist of a 
sterile, labeled culture can containing a sterile mem
brane filtcr.and a sterile absorb.ent pad together with 
a sterile ampoule filled with nutrient (M Endo 
Broth for coliform determinatioris, Brain-Heart In* 
fusion Broth for total CO lints\. The a.mpouled nutri* 
ent has a one year shelf li[P and ~ives o11tstanding 
colony rl'covery. 

Use of these culture can assemblies sa\'CS time and 
money as it does away with the ls.l:ior and breakage 
entailed in preparing nutrients, dish washing, tube 
plugging and sterilizing . 

The outstanding feature of the Membrane Filter 
technique ovet' the MPN (!'4ost Probable Number) 
technique is that the entire incubation period is 
completed in approximately 18-20 hrs. Where the 
Membrane Filter technique is used, the Sabra Lab
oratory-offers fast, accurate analysis as well as per* 
manent records of each water examination. 

Compon•nt& n~$led 
f<><$lo•age 

A PARTIAL LIST OF SABRO MF EQUIPMENT USERS FOR WATER AND WASTE TESTING 
lJ ~- f'ubbe Nulth Sct~lee-
~a •~e•<>n~l ena•nM•~ 

U S u.,hon~l P~•k S~rvlee 
U S. h»l<~n St·>~•C5 
lnl•m >l•~·>,;l C"oop~rat,on Aa~ncy l!<ore•, 

'h•t N•l" tln~>,d. r ... ~ .. y. l<~nt 
U S Armorl fo•o~~ 
W<>>l<l HullfiOtiitM">)a\tor> 
C>tr ot f'•thbumh 
C•ly el Cl~vtkrtd 

1 n tn 

Stet~ ot P•nn•rt~nnlll. 
StalQ o( Illinois 
Un•on Carbide Cof]>Ora1>on 
Unlve>OI(y Ol North C .. >Otina 
W. R. G!~C<> li. Cornpnny 
Gull 0>1 Cutpo••l•O" 
P'h>loo Cotpo>aHon 
Rad•<> Corr>N olwn <:>I Amene~ 
Coe..Cot~ t"l"'"·'l'~"•l 
Ttmn~ W<>>ld A><l>nc~ 

IONICS, INCORPORATED 

H~g~n C~'PO¥M<On 
Ou~" Pow"' Con•;>~<>) 
Br>l>~h Eu•or>un Aii"W))'S 
Ame~•con W~lc< Wo<ki SeNIU C<>m[>,ny 
w~~l<'m Elqetrk Com:>~"Y 
Un>mal>C Engol1cc<mg Co 
Duqu<:~n" UgiU Cemp:>>!y 
G<'nt.tat W3lt> W<><h M~"•K•"'<"l t.nd 

S...-v«:e C.e-m)Mnr 
lJ>!>l"d N.•li<>n~ Ch>ldr<n'~ Fun<! <UNlCEI'-

P.O. Box 99, Sridgelfitlc, Pennsylvania 15017 lPittsbu•gh District) 
65 Grove Str('tlt, WatN!own, hl~s~cttusetl5 02172 (Bo~tou OOstrlcl) 

• 
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How can the HYgene system t'- tested to be 
certain it is operating pror,'·.r/y and killing the 
ha•YhY bac•:eria? 

·• 'il're are '·"'' methods of testing the HYgene 
tre ·eo water: 

e ·_,_, bacteriological analySIS to be certain 
the system is destroying the pathogenic, 
disezse-carrylng b<lc-'ena. fh'-s test can be 
• n with the use of the lonics SABRO 
bacter ological testing equipment or by a 
local testmg laboratory or : ospital. 
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Q. 
A. 

Q. 
A. 

'!Q· 

•• 

Q. 

A. 

What is HYgene? 

The physica ch.:>racteristics of HYgene are 
comparable to those of granular activated 
carbon upon which a silver coating has been 
deposited. Carbon was chosen as the carrier 
materir~! because of its exceptionally high 
3113ilable surface area for the deposit of silver. 

How does HVgene purify water? 
S lver. which has bc<:Jn chemically plated onto 
activated carborJ, is the purifying agent. As 
contsmmaled water passes through a layer or 
bed· of H'1gene material small quantities of 
silver-less than 50 parts per billion (ppb)
are dJssol11ed. It is this trace amount of Sliver 
whiCh destro,s t· e pathogenic organisms 
found 1n polluted Water. 

Does s·llver from the HYgene process have 
toxic eH~X:t on human!,? · 

0 ,, 

rea:;. y deposited m tlle body. t IS 1 o\ pa tiCU· 
larly toXIC. The limitation 1S Intended, however, 
to guard against argyrosiS, wh'1ch 1s only of 
cosmetic significan~e and occurs very rarely 
and only when s ,ong concentrations of silver 
arc consumed T e HYgene process produces 
a water effluent With such a low silver content 
that no tox1c effect, cosmetic or otherwise, will 
occur. 

Has the lonks HYgene process been approved 
by the federal and state health departments? • 

Health departments do not approve methods 
used tor sterilizmg water. Health author'1f1es 
do demand that effluent water from any of the 

Q. 
A. 

Q. 

' 

Q. 

A. 

- •• ~~~·- <'Wltl$"1li4l11W%Whl%lW%Wlttl\i:i:'''1A'"''"~·~"''"'" 

following methods comply with its set stand· 
ards, both chemically and bacteriologically. 
Jonics HYgene process will produce water 
within these acceptable standards. 

The process used for water purification is an 
individual choice. Chlorination, ozone, iodine, 
ultraviolet radiation, silver filtration are some 
of the alternatives. 

How is f!Ygene used? 

There are many application requirements for 
HYgene rang1ng from small field or emergency 
drmking water kits to large industrial/ 
municipal water purification systems. HYgene 
media is most effective in a compact layer or 
filter bed system where the raw water passes 
through a column of material at a given flow 
rate, or tor a mandatory predetermined con. 
tact time, in order to destroy bt~cterln. 

Can':/·· be used 1n the home? 

' 

' ~ L t ' , 

discharged miles away, making it practically 
impo:;sible to trace. When this contaminated 
water is nx:ognized, the homeowner must 
make a choice of available means to purify 
the water. HYgene equipment IS sate, reliable 
and economical for home use. 

Is the HYgene system a more expensive method 
of purifying water than chlorination? 
Surprisingly, HYgene is generally less expen· 
sive over a given period of time. The initial 
cost or capital investment for either method 
ot water purification is approximately the same. 
The chlorinated system, after installation. re· 

Q. 

A. 

Q. 

A. 

quires continuous opera 10nal ccsts :·~"'" 
chemicals and frequent ca-non re ~ <> 

also demands constant malntet~ance sue as 
1requent equipment adjustments an..; a rigid 
schedule of solution preparation. Th;, HY,. e 
system, on the other hand, opera<es com· 
pletely free of additional chemicals. and ·· ~ a 
minimal amount of maintenance reowred fo• 
periodic backwash-every four to six weeks;_ 
to "'laintain a clean filter bed. The backwash 
requirements of the HYgene filter depend 
uoon the turbidity of the raw water. 

What is the life expectancy of an lonics 
HYgene filter? 

The treating capacity o1 the HYgene fi!te~ :s 
directly related to the amount of·medium m 
the unit. Each cubic foot of H~ gc·e m.;: e 
· .. ill sterilize 750,000 gallons of co ·-.1 ,te<J 
w, ter unaer norma or a er.., eo 
d'ors. to· ·• ;.a .. 
11'' ~ 

' , ,, 

calcu a: ng t s te expectancy IS e ns" 
lation of a water meter. 

Is a retention or holding tank necessary follow
ing the HYgene filter? 
As with chlorination, holding time is recom· 
mended following HYgene tteatment to prov tk 
residual bacteria kilL 

Q. 

A. 

What are the filtration characteristic" ot 
HYgene? 
The hydraulic behavior of a H'fgene bed 
identical to that of a comparab!e 12 J< 3' m 
carbon filter. 

' ' ' ' 

' l 
( 

( 

.t. 

' " 

''"'"~- "'"'"'"'"'" _,, '"''"-,''"'"''"'"'"''"'"' -~·--'' '"''-'~ ,,,,,,' '""'"'"'"'" "'"'"'"-'"'"'" '"'"''"'-"~'"'"' '""'" ~''"''"''"-'"~"'"'"" "'"'"~"'"""~'""~'"'""~~-~--·--''"'"'"C"~~-~ -~W''""'"~~." 

- • 235



APPLICATIONS: 

OPERATION: 

RAW WATER 
LIMITATIONS: 

~ .. ' . 
6;m .. . . 

GENERAL IONICS® 
HYgene· WATER PURIFIER 

---------------------.. --.. ·-----

• Purification of water for homes, hotels, motels, cottages, instih1tions, industrial plants, commer
cial plants, commercial buildings, shipboard, air fields, constructioh camps. etc. 

• Slime suppressant in cooling systems and air conditioning systems. 

The HYgene Process kills water-borne intestinal disease carrying bacteria such as those produc
ing typhoid, paratyphoid, cholera, bacillary dysentery and other such diseases spread by drinking 
water. The purifying agent employed is a silver salt of complex chemical structure wh1ch is de
posited on activated carbon. While the silver purifies the water, the activated carbon in the sys· 
tern improves the taste, odor and color. Trace amounts of silver released into the water continue 
to maintain purity long after it passes through a HVgene' filter bed. HYgene" will purify any water 
which is ''bacteriologically accepted for treatment" as defined by the United States Public Hea!.th 
Service Manual, RECOMMENDED WATER·SANITATION PRACTICE. A 10 to 30 minute holding 
period of the HYgene system effluent ls recommended to insure 100% kill. 

• 
• Pure, odorless, sparkling clear water. 
• No. additions of chemicals required. 
• Non-irritating to eyes and mucous membranes. 
• Unaffected by exposure to light. 
• Unaffected by exposure to increased temperature. 
• Simple and economical to install and maintain. 
• No moving mechanical parts to maintain. 
• Periodic backwash keeps system functioning properly. 
• Produces potable water to meet U.S. Public Health standards. 

For reliable operation of the HYgene~ system, the following are raw water limitations: 
Chlorides: 500 ppm maximum 
Sulfates: 2000 ppm maximum 
Iron: 2 ppm maximum. Most raw waters high in iron content can be pre-treated for its re-

moval before HVgene' treatment. 
Color: 20 ppm maximum 
Turbidity: 5 ppm maximum 
pH: 5.0 to 8:5 
Temperature: 40 F to 85 F 
Hydrogen Sulfide~ Jf present, its removal is recommended. 

HYgene· Specifications 

Me dol Flow nate 
mn.gJ>m 

Twatin~ Cap11city 
JlllCn$ 

Oper. Pru~sure 

"' 
H'tgenA'' Mlnoral Unit Oimen. neecmmend~d S<z• lor 

c11. n. Hal. Flr, 51). h~hllnt lanki 

HY45 4.5 750,000 20-100 1.5 60" 10"x20'' 80 to 150 gaL 

H¥90 9.0 1,500,000 20-100 3.0 65" 14"x25" 150 to 300 gaL 

Fiberglass Tank Specifications: HVgene"' pressure tanks are made of fiberglass material. These units are available from stock in the 
two sizes listed above. Purifying units of greater capacity or a special design to meet unusual flow or application requirements can be 
supplied. 

''"NOTE: When installed and operated according to specifications, water treated by the HYgene Process will meet the bacteriological 
standard for potable water as established by the U.S. Public Health Service. 

Holding Tanks: Storage tanks may be purchased from Jonics, Inc. or from your local supplier •. 

li!ho U.S.A. HYG·lG-70 

IONICS, INCORPORATED 
MANUFACTURERS OF GENERAL IONJCS'WATER CONDITIONERS 
P. 0. BOX 99 • BRIDGEVILLE, PENNSYLVANIA 15017 {Pittsburgh District) 
/NTERNA1/0NAL WA1£R CONSULTAN1S AND EQUIPM£N1 MANUfAC1URERS 
Membor Vli>/llf Conditioning fcunli!lllon and Wallir Conlitllcning As~oclelion lnlo>'nlllicne/ 
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WATER PURIFIERS 

SILVER/ACTIVATED CARBON FILTRATION SYSTEMS 
TO PRODUCE SPARKLING BACTERIOlOGICALLY PURE WATER 

I 

.. 

'; 
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WATER PURIFIERS 
.•• SET NEW STANDARDS FOR SAFETY 
In the silver/activated carbon system the sliver 
purifies the water while the activated carbon removes 
objectionable taste, odor and color. Additionally, 
HYgene purified water is unaffected by sunlight or 
temperature Increase, and the silver ions also provide 
a residual effect to maintain water purity long after 
passing from the filter bed. 

Sabro bacteriological testing 
The lonlcs SABRO Portable laboratory provides 
equipment necessary for the bacteriological exami
nation of water. This membrane filter (MF) technique 
used by SABRO has been given the status of a 
$'.ard Procedure In American Public Health 
A ialion's Standard Methods. The SABRO MF
m.:'ld oHers fast, accurate analysis as well as a 
p nent record of each water examination. 

SABRO Portable Laboratories are In continual use 
by Pennsylvania and other state Departments of 
Health and Environmental Engineering, U. S. National 
Park Service, U. S. Indian Service, U. S. Armed 
Forces, International Cooperation Agency and the 
World Health Organization. 

Raw water limitations for HYgene 
Reliable long-term Operatlon of HYgene water purifiers 
can be expected If the process is kept within the 
following raw water limitations: 

Chlorides .•••..... 500 ppm maximum 
Sulfates .••.....•• 2000 ppm maximum 

6on ••••••••.••.•. 0.2 ppm maximum ..• most 
W. raw waters high in Iron content 

• 
· can be pretreated for its re-

moval before HYgene treatment 
Color ..•.•.••••.•• 20 ppm maximum 
Turbidity •••••••••• 5 ppm maximum 
pH •...••......... 5.0 to 8.5 
Temperatura .••.. ,40°F to 85°F 
Hyd_rogen Sulfide .. If present, /Is removal IS 

recommended 

' ' 

... , 

Before HVgene treatment 
the coliform culture shows 
pathogenic diseaoo~ctmying 
bacteria In raw water supply. 

r, 

(/~ , 
/ 

Arter HYgene treatment the 
clear culture above indicates 
the bacteria have been 
destroyed. 

The lonlcs SABRO Portable 
Laboratory using the membrane 

... 'filter technique is In daily use throughout the world. 

IONBCS, INCORPORATED 
P, 0. Box 99 • BrldgevHie, Pennsylvania 15017 
International Water Consultants and Equipment Manufacturers 
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WATER TREATMENT SYSTEM ... POLISHES AS IT PURIFIES 
The HYgene water purifier Js a silver disinfectant 
process that will purify any water bacteriologically 
acceptable for treatment as defined by the United 
States Department of Health Service Manual. The 
system Is particularly effective as a disinfecting 
process against pathogenic intestinal organisms 
found In w·ater, including germs that cause typhoid 
fever, dysentery, cholera and diarrhea. 

In addition to its P.urifying qualities, HYgene units 
filter the water and remove objectionable taste, odor 
and color without the use at chlorine or other chemicals. 

Operation 

l
rinciple of the HYgene process Is sJJver Jons 

d ited on an inert carrier in an oligodynamic or 
fi divided form in such a way that the solubJIIty 
i ited to mete!' trace quantities. Contaminated 
water contacting the purifying agent dissolves very 
minute quantities ol sliver. The trace amounts of 
sliver released Into the water purifies and continues 
to maintain purity long after the water passes through 
the filter bed. 

A storage reservoir following the filtration bed Is 
recommended. A to~ to 30-minute holding period of 
the HYgene system effluent Is sufficient to insure a 
100% kilL The effluent Is unaffected by exposure to 
light or Increased temperature. 

Filtration/flow rate capacities 
Under normal operating conditions HYgene water 
purifiers will treat an average of 750,000 gallons of 
raw water per cubic foot of mineraL HYgene units 
are designed for a flow rate of 3 gallons per minute 
per cubic foot of purifying agent. 

A simple backwashlng of the unit Is all that is 
necessary to keep HYgene functioning properly and 
maintain its p.urifylng, polishing 
and filtration efficiency. 

Standard sizes and specials 
lonics.manufactures standard HYgene fully automatic . 
equipment for maximum daily production rates from 
20,000 gallons up to 210,000 gallons. Larger units of 
special design and capacities can be engineered 
and manufactured by Jonics. Under average condi
tions the treating capacity of the purifying agent can· 
run tram 4 million gallons In the HY-160 model to 
36 miJJion gallons in the HY-t470. 

In addition to these commerciai!Jndustrlal sizes, 
lonlcs manufactures two domestic units with capac
Ities of* million and t Y:! million gaJJons. 

HYgene fully automatic industrial/municipal potable water treatment systems 
-,,,,, Treatlng Ma11:. Dally 

Unit Dimension Recommended 
Flow Rate HYgono Nominal 
Ma11:lmum Capacity Minora! 

Produclion Floor Valvo & Holding !Gallons (Gals/24 HIS. Tank jGPM) Per Charge) (Cu. ft.) 0 Max. Rate) HgJ. Space Diameter Pipe Tank Sizo 
L 'W Sizo (Gallons) 

-· 
HY-160 " 4,000,000 5.5 20,000 64" 24~ X 34w 20" 1'.~ N 500 

HY-240 24 6,000,000 8.0 36,000 66" 26. )( 40" ,.. 1'/.i" 75{) 
-

HY~360 36 9,000,000 12.0 S<l,OOO 68" 34N x.46~ ,. 1VI" 1100 

HY~540 54 13,500,000 tS.O 75,000 70" 35N )(52- 36" ,. 1600 

HY-720 72 18,000,000 24.0 100,000 n- 42• )( 6SN 42" ,. 2200 

HY-9£0 96 24,000,000 32.0 130,000 74" 48" )( 74" 48" ,~. 3000 

HY-1200 120 30,000,000 40.0 t70,000 76" 54~ X 89" 54" 2Y~" 3600 

HY-1470 147 36,000,000 49.0 210,000· 78" OO" x ssq 60" 2W 4500 
' 

' I 

I 
I 
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Reliability 
A major part of the research and development Investi
gation on the behavior of disinfection with silver was 
carried out at the Johns Hopkins University Depart~ 
ment of Sanitary Engineering under the direction of 
Dr. Ch?rles E. Renn. Also, lonics Quality Control 
Department continually checks the physical and 
chemical characteristics of HYgene mineral to assure 
that the special properties are maintained. 

HYgene completely automatic units mean just that. 
Water purifiers Installed in the United States and 
elsewhere have produced remarkable records of 
trouble-free performance Involving many sources oof water: 

&vgene advantages vs. chlorination 
~;w HYgene SyStem of water purification has a 

number of advantages over conventional chlorination 
systems. 

Characteristic HYgene Chlorination 
Medicinal Taste None y, 
Objectionable Odor None "' Handling of Dangerous Chemicals NO y, 
Irritation lo Eyes and Mucous 

Membranos None "' Allected by Sunlight No y, 
Loss ol Residual Eflec!iveness No y, 

0*% In ad dillon to these considerations, over-all cost Is a 
major concern. On a strict comparison of equipment 

l osts the chlorination process appears less 
xpensive. However, when real maintenance and 
I ant operation expenses are considered, 

the HYgene treatment becomes quite com
petitive. As an example, the HYgene system 

One of threo lully automatic HYgeno 

eliminates the purchasing, storage and handling of 
potentially dangerous chemicals. 

Commercial and industrial chlorination systems 
demand the attention of an operator to continually 
monitor chlorine feed as well as switch the spent 
chlorine tanks. In most cases these assignments In
volve one extra man on the work force. HYgene units 
at the same Installation eliminate this costly over
head burden. All that is required of the HYgene 
system Is a periodic backwashlng to keep the unit 
dispensing silver at a predictable rate. 

·Applications 
The front cover illustration of thifl brochure is a 
HYgene water purification plant built for United 
Engineers & Constructors at Martins Creek, Pennsyl
vania, site of a new power plant for Pennsylvania 
Power & Light Company. This treatment facility 
turned bacteriologically contaminated well water 
Into potable drinking water in excess of 100,000 
gallons per day. 

Practically speaking, most any residential home, 
commercial, Industrial and Institutional plant or small 
municipality can take advantage of the HYgene 
wate( purification process. Here are a few examples: 

Air Fields Industrial Plants 
Commercial Plants Institutions 
Construction Camps Motels 
Cottages Office Bulldlngs 
Homes Shipboard 
Hotels 

wafer' purllrcation sys10ms installed in tho Bahamas, B.W.I., 
whore pathogenic intasllnal oJganisms were tested 

and lound to avornge 10,000 per 100 mi. 
Each unit produces n maximum ol 15,000 gallons 

per day ol sparkling pure wawr. 

• 

• 
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® 

WATER PURIFICATION MEDIA 

• Disinfects without the use of chlorine 

• Produces potable water to meet USPH standards 

• Removes objectionable taste, odor and color 1 
STORAGE OF HYGENE MATERIAL: Store in closed container which excludes moisture and 
chemical fumes. Active Ingredient - Metallic Silver 1. 05% 

Inert Ingredient- Activated Carbon 98.05% 
Contents: _____ cu. ft. Lot No. _________ _ 

Code 

• Another fine product by rile mtmufacrurers of GenMllflonics Water Conditioning Equlpmsnt 

IONICS. INCORPORATED I Routes 519 & 50, Bridgeville, Pennsylvania 15017 
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3~QO-E __________________ _ 

--------------

-------------"----
Self-sanitizing filter media 

------------------
pRQ;xx:'l' i\':~·J.E (S) Hygene Se 1 f-saniti zing Water Filter Media 

-------'"'---- -------- -------
C0·1Ph\'Y N",'·l£ Ionics, Inc. -----
SJIT·!ISS:w:-l" P'u"'?m.J2>t: Resubmission with data 

metallic silv_00ec.r_l:_:."'0:::5:::.% _______________ _ 
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200.0 Introduction 

200.1 Use: Self-sanitizing Water Filter Media 

201.0 

201.1 

Data Summary 

Abstract of test reports: Thirteen test columns (2 11 I.D. and 12 11 

ht.), each containing 250 cc of filter media for a bed depth of 
about 511 per column, were challenged intermittently to 2000 
gallons of dechlorinated tap water at a flow rate of 500 ml per 
minute. Ten columns were used for chemical determinations of sil
ver release in the effluent. Bacteriological testing was conducted 
with the other three test columns and three control columns, 
containing 250 cc of untreated activated carbon which were tested 
simultaneously with test columns. Each column was challenged with 
120 ml (approximate void bed volume) of dechlorinated tap water 
seeded with Escherichia coli and allowed to remain in contact with 
the filter bed for 10 hours before the columns were drained and 
the effluent assayed. 

201.1.1 Brief description of tests: The chemical determinations for silver 
were done by the Atomic Absorption Method. The bacteriological 
samples were placed in an unspecified neutralizing solution and 
assayed by an undisclosed bacteriological method. 

201.1.2 Data summaries: The bacteriological data provided for a 10-hour 
holding period are indicated below: 

Sample Source 
Challenge dosage 
Filter media #05125 
Filter media #04075 
Filter media #03105 
Control carbon #1 
Control carbon #2 
Control carbon #3 

E. coli/ml 
410 
0.02 
<0.01 
<0.01 
140 
330 
120 

Note: The silver content in the effluent during the 2000-gallon 
challenge of water ranged from 23 to 48 ppb; the silver content 
in the effluent used for bacteriological testing was not determined. 
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The chemical data provided for the 10 units are summarized below: 

Sampling Time 
5 gal. challenge 
500 gall. challenge 
After 18-hr. holding 

period 
1200 gal. challenge 
2000 gal. challenge 

ppb Ag 
43-52 
33-40 

42-48 
21-31 
22-28 

pH of water= 7.4-7.6; temperature • 23-24•c; flow rate; 500 ml/min. 

202.0 Recommendations I 202.1 Claims supported by data: The requirement to demonstrate that the 
silver concentration of the effluent water does not exceed 50 ppb 
after treatment is fulfilled by the chemical data provided. 

I 

202.2.2 Data not appropriate: The bacteriological data are inappropriate 
to support a self-sanitizing claim for filter media. To support 
such a claim, a study must be designed to demonstrate {1) that the 
filter media does retain bacteria in sufficient number and {2) that 
the filter media does effectively and significantly reduce the 
bacterial population retained. 

202.2.3 Lesser claim the data will support: The data provided suggest 
inhibition of bacterial growth in water stagnated within the filter 
media for 10 hours. However, a conclusive evaluation of these ~-

---<lata is prohibited because adequate control data and bacteriological-

202.3 

203.0 

---test procedures were not provided. 

Additiona\~~ired: ~o substantiate 
claim for the filter media the following 
{ a s of the bacterial c lenge dosage 
the begin of the test and a the 1 0-hour 
ascertain the e of natural 11die u for the aqueous 
s sponsion; {2) Assays effluent fr the product media and 
the rbon control are require · diately a r the bacterial 
challe as well as after the 10-hou ing pe d to verify 
the effect the holding period; and {3) de · at1 of the 
silver conten n the effluent at these sampling t re required 
to verify that th acteriostatic effectiveness of the f1 "-
media is based on a s r concentration which is less than 50 ·PJ>b.. 
Include bacteriological t .,procedures with these test re~ults. 

D. 64<"-"' &,.'lr -J ;,oc~t...t;, ,u....,,L A/ k? 
Labeling i)'/f....,..,_.f,.,of,i<41 ~~· ., ''f.; 1 f ·t~·.f 

6.) f!4«. ¥A.; i'1 !/ /-«-,._ U#IIH USfUI dll" /Jil.d1tWtJ~f~ 

The following la6eling reviSions are required: 0" u..lp-od•res If,.- s/-1 
""'" " &rnt-1 ~tnrk. 

1. Change 11 Self-sanit1z1ng 11 to read 11 bacteriostatic 11 

2. Change the claim "Prevents the growth of bacteria" 
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"Inhibits the growth of bacteria." 

3. Delete 11 as a sanitizer ... 

4. Provide the necessary calculations to verify that the flow rate 
recommended on the label is,comparable to the flow rate used 
in these laboratory experimentation studies. 

Any collateral literature, such as technical bulletins or brochures, 
distributed in conjunction with this product must be submitted for 
review. 

i)~~f~ 
Dorothy ,( Portner 
9/30/75 
Efficacy Section 
Efficacy and Ecological Effects Branch 
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SELF-SANITIZING WATER FILTER MEDIA 
• Prevents the grow1h Of bacteria 
·Removes objectionable taste, odor and color 

CAUTION: KEEP OUT OF REACH OF CHILDREN 
STORAGE OF HYGENE MATERIAL: Store in closed container which excludes moisture 

and chemical fumes. 

EPA Reg.No. _______ _ EPA Est. No. 35900 PA 01 
ACTIVE INGREDIENT 

METALLIC SLIVER------1.05% LOT NO .. ------------
INERT INGREDIENT -

ACTIVATED CARBON ____ 98.95% NET CONTENTS cu. fl. 
DIRECTIONS FOR USE AS A SANITIZER: Flow rote is not to exceed 15 GPM per 

cu. ft. of media. Bed depth must be at least 
twice the diameter. 

DISPOSAL OF SPENT MEDIA; __ --_ Retain shipping carton and plastic liner for 
disposing of exhausted fitter media with trash. 

Another fine product by the manufacturers of General lonics Water Conditioning Equipment 

IONICS, INCORPORATED Routes 519 a 50, Bridgeville ,Penna.l5017 • :;SI7 I Iiif· 
~ y ;r? B : .r2\ 
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AIRMAIL SPECIAL DELIVERY 

P. 0. BOX 99, BRIDGEVILLE, PENNSYLVANIA 1!5017 
PHONE A. C. 412 343-1040 TWX !51oe973299 

September 3, 1975 

CERTIFIED MAIL • RETURN RECEIPT REQUESTED - ADDRESSEE ONLY 

Mr. James H. Banks - PM 33 
United States Environmental Protection Agency 
Disinfectants Branch, Room 321 
Registration Division (WH-567) 
OPP-EPA 
401 M Street S.W. 
Washington, D. C. 20640 

Subject: HYGENE 
Ionlcs F1le Symbol 15900-E 
Ionics Application of February 10, 1975 

Dear Mr. Banks: 

Enclosed w1th this letter are our test results on "Evaluation of HYGENE 
Product Media for EPA Regfstratioo". This testing procedure- was performed in 
accordance with instructions from Mr. E. F. Brown, Chief - Disinfectants Branch, 
Environmental Protection Agency. 

It is our understanding from our conversations with Mr. Brown that if our 
test results show that we kill more than 90% of the coliform, our EPA rating would 
be as a self sanitizer. If we were to kill less than this, we would receive a 
bacteriostatic rating. 

We have also enclosed a copy of the letter we received from you dated 
July 25, 1975 and received in our office on July 30, 1975. This gave us the guide 
lines for our testing which was later supplemented by our instructions from Mr. Brown. 

This letter also gave us guide lines for our labeling and five copies of 
our proposed 1 abe ling are enclosed. 

We respectfully request your ur~ent evaluation of the enclosures along with 
our previous data since we are at present under a 11Stop Shipment Not1ce11 from your 
enforcement division. 

WJP:mle 
Enclosures 
cc: J. D. COllins 

at all concerning this data, please contact me. 

Very truly yours, 

IONICS, INCORPORATED 
Bridgeville Plant 

Walter J. Polens 
Vice President 
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tONICS, INCORPORATED 

AIRMAIL SPECIAL DELIVERY 

P. 0. BOX 99, BRIDGEVILLE, PENNSYLVANIA 15017 
PHONE A. C. 412 343-1040 TWX 5106973299 

September 3, 1975 

CERTIFIED 1-IAIL - RETURN RECEIPT REQUESTED - ADDRESSEE ONLY 

Mr. James H. Banks - PM 33 
United States Environmental Protection Agency 
Disinfectants Branch, Room 321 
Registration Division {f/H-567) 
OPP-EPA 
401 M Street s.;l. 
H ashington, D. C. 2064D 

• Subject: HYGENE 
Ionics File Symbol 359DO-E 

• 

Ionics Application of February 10, 1975 

Dear Mr. Banks: 

Enclosed with this letter are our test results on °Evaluation of HYGENE 
Product Media for EPA Registration". This testing procedure· was perfonned in 
accordance with instructions from l'lr. E. F. BroNn, Chief - Disinfectants Branch, 
Environmental Protection Agency. 

It is our understanding from our conversations with Mr. Brown that if our 
test results show that we kill more than 90% of the coliform, our EPA rating would 
be as a self sanitizer. If we were to kill less than this, we would receive a 
bacteriostatic rating . 

We have also enclosed a copy of the letter we received from you dated 
July 25, 1975 and received in our office on July 30, 1975. This gave us the guide 
lines for our testing which was later supplemented by our instructions from Mr. Brown. 

This letter also gave us guide lines for our labeling and five copies of 
our proposed labeling are enclosed. 

We respectfully request your urgent evaluation of the enclosures along with 
our previous data since we are at present under a 11 Stop Shipment Notice 1

l from your 
enforcement division. 

\iJP:mle 
Enclosures 
cc: J. D. 

If there are any questions at all concerning this data, please contact me. 

Collins 

Very truly yours, 

IONICS, INCORPORATED 
Bridgeville Plant /""_, __ 

>?~~'.7· _ L T? :::-~1-~- :A--l~'',,;,,~,cc 
c> ; , ' ,, I 

Halter J. Pol ens , 
Vice President 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON. D.C. 201\GO 

IillGISTRATIOll DIVISION 

IONICS, INCORPORATED 
Attn: Halter J. Polens 
P.O. Box 99 
Bridgeville, PA 15017: 

Gentlemen: 

Subject HYGENE 
File Symbol 35900-E 
Your application of February 10, 1975 

The labeling referred to above, submitted in connection with registration 
under the Federal Insecticide, Fungicide, and Rodenticide Act, as amended, 
is not acceptable, for the reasons given below . 

1. 'I11e data submitted do not support claims of efficacy for this product 
as a Hater pu'rifier. Subm:f.t chemical and bacteriological data developed 
in accordance w':Lth the procedures outlined in Part VII A and B of the 
document "Interim Standards for \-later Purifier" enclosed herein. 

2. Submit labeling amended to include only bacteriological efficacy 
claims delineated in Part VI of this document. 

3. n1e labeling submitted must be amended to include mandatory labeling 
requirements as indicated below: 

A. On the front panel: 

1. An acceptable product name. (The present name is acceptable) 

2. The ingredient statement must appear on .the front panel, or 
that part of the label displayed under customary conditions 
of purchase. Also, the ingredient statement must be clear 
on a contrasting background, not obscured or crowded. 

3. The word "CAUTION" foll~ved by the referenced "Keep Out of 
Reach-of Children" Note: These must appear in proper type 
size as indicated on the "Front Panel Precautionary Labeling 
Requirements" enclosure • 

4. A statement of net contents, as for example "Net Contents: 
1 water purifier unit." 
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B. The folJ.m,ling may appear else\..rhe.re on the label: 

1. The name apd address of the registrant. 

2. A container disposal statement somei.;rhat EIS 1'Wrap spent 
purifier unit in net..rspaper and discard ~dth trash. 11 

3. Directions for use or a statement setting forth where 
such directions may be found such us "See enclosed 
circular (or leaflet or bulletin) for directions for use. 11 

4. The assigned EPA Reg. No. 

5. The EPA Est. No • 

This product may not be lmvfully distributed in interstate connnerce until 
it is registered. 

Sincerely, 

/?'ZZJf)~ 
:L'<-L 
~~es H. Banks -

Product Hanager 33 
Disinfectants Branch (h'R-567) 

Enclosure 
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III!CIS'f'IIAfiOU aiVISIO!I 

IONICS • INaJRPORA'tED 
Attn: 'Walter .J. Polena 
P.o. Box 99 
Bridgwille, PA 15017 

GenUemen: 

Subject l!'fGI!RE 
File Symbol 35900-E 
Your appUeatioa of February 10, 1975 

The labellng referred to abO'N, eabadtted in connection vith registration 
under the Federal Inaectictde, hngieide, aad Rodenticide Act, ao SllleDded, 
18 aot acceptable, for the reaeoca g:hen below. 

1. tbe data submitted. do not aupport elahm of effieaey for this product 
as a vater purifier. Submit cheaical and bacterlologieal data developed 
in aeeordanee with the proeed:urea ou.tllned in Part VLI A and B of the 
document "Interia Ste:tdards for Water Pudf ter" enclosed herein. 

2. Submit l.eeling aaeoded to illC:luc1e only becteriologillal efficacy 
ela1ma del 1neated in Part VI of dtis document. 

3. The labellng aabaf.tted auat he amended to include mandatory labeling 
requirectH!Ilts as 1n41cated below: 

A. On the &cmt paael: . 

1. An acceptable pToduet n.ame. ('lhe present name 1a acceptable) 

2. 'l'be :I.D.gredient statement 1DU8t appear on the front panel, or 
that part of the label displayed under castO'IMry conditions 
of purehMo. Also. dte ia.gredient statement must be clear 
on a coo.ttasti.ng background, not obscured or crowded. 

3. 'lbe V'Ol:'d "CAIJTION" followed by the referenced '~ep Out of 
Reacheof ·Qdldren" Note: tbUe 1'llU8t appeu in proper type 
si!'~ ae 1n.d1eated on the ''Front Panel Precautionary Labeling 
llequ:Lrement:s" enclosure. 

4. A etataen.t of net contents, as for example "Net Contents: 
1 water purifier unit." 
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B. !be foJ.looriD& 11117 appeor e1aellbere "" tho labol: 

1. !be ..- A1IAI - of tho ~•sfatrlllt. 

2. A. eou.tahler 4J.apDu1 •tateaeDt •..nat u "Vr.:p apeat 
parUt.a~ ...tt ill - ...t 4illcari nth truh." 

3. D!recttt.na for ue or a •tateMD.t uttint forth w1tare 
neb .ur-t.ou 11117 be foaad neb u •soo ftd.oood 
eirc:ulu (H 1a&flet ft bolla~) few dinct:ioDo fft aao." 

4. !be -1puo4 IPA Jtoa. llo. 

5. !be IPA llo~. Ro. 

'IIWI produet 11117 ..... he larful17 4iotr11olltod ill illtontata --'·""'til 
l.t ia nsfata*· 

Sill-..lJ, 

J .... a. DaJta 
h'o411C~ llaaqer , 
Dt.oWecunta B~aeb (1111-567) 

Baelonn 

11&-567 :DIS :]!jl])nad:7-23-75 :59040 :lba 321 
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UNITED STATES ENVIRONMENTAL PROTECTIOI' AGENCY 
WASHINGTON, D.C. zo.:GO 
REGISTRATlOil DIVISION 

IONICS, INCOlU'ORATED 
Attn: \Vnlter J. Polens 
P.O. Box 99 
Bridgeville, PA 15017: 

Gentlemen: 

Subject HYGENE 
File Sy1;lbol 35900-E 
Your application of February 10, 1975 

The labeling referred to above, submitted in connection Hith registration 
under the Federal Insecticide, Fungicide, and Rodenticide Act, as amended, 
is not acceptable, for the reasons given below • 

1. The data submitted do not support claiFs of efficacy for this product 
as a water ptlrifier. Submit chemical and bacteriological data dcve.loped 
in accordance with the procedures outlined in Part VII A and B of the 
document 11 lntcrim Standards for Water Purifier 11 enclosed herein. 

2. Submit labeling amended to include only bacteriological efficacy 
claims delineated in P::trt VI of this document. 

3. The labeling submitted must be amended to include mandatory labeling 
requirements as indicated below: 

A. On the front panel: 

1. An acceptable product name. (The present name is acceptable) 

2. The ingredient statement must appear on.the fro11t panel, or 
that part of the label displayed under customary conditions 
of purchase. Also, the ingredient statement must be clear 
on a contrasting background, not obscured or croHded. 

3, The Hard 11 CAUTIONJI followed by the referenced 11Keep Out of 
Reach.·of Children 11 Note: These must' appear in proper type 
size as indicated on the 11Front Panel Precautionary Labeling 
Requirements" enclosure • 

4. A statement of net contents, as for example "Net Contents: 
1 water purifier unit." 
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B. The fol101dng may appear clsm-lhere on the label: 

1. TI1c name apd address of the registrant. 

2. A container disposal statement so:::ewhat as 11Hrap spent 
purifier unit in newspaper and discard \>lith trash. 0 

3. Directions for use or a statement setting forth Hhere 
such directions may be found such as 11See enclosed 
circular (or leaflet or bulletin) for directions for use, 11 

4. The assigned EPA Reg. No. 

5. The EPA Est. No . 

This product may not be lm>1fully distributed in interstate commerce until 
it is registered. 

Sincerely 1 

~£)~1&-
!-/:.,--t_ 
&?J~es H. Banks 

Product Hannger 33 
Disinfectants Branch (HH-567) 

Enclosure 
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. . v-· Review under revised Sec. . 2-A 2-B 2-C 3 Reg • Yes No 

5 :$-<7 t7 0 ~ it -
Date of Subm~:~-(f:~.- Reg/EXP Petition No. 
Product Name q.;i/' 
Comoany 

Petition 
Type of Product: I R H F D New Product -New Chem. 

Product Manager, (name): 
Type Submission-New Product Old Chern 
Rm# Amended Reg. Substantive 

Amended Reg. Nonsubstantantive 

Revie"s Needed Rec'd b,Y E. Gross Sent to Reviewer Date Completed Returned to P"l . 

RET I I I II I I I 
Completeness Review Data Review ~aiver Reg. 

Review Lab~ 

~-~/ rlk;r&/1/~& h : t t; ~J' r/Y? ~ h; "'/ ~b,//h <£ 
. 77.1 -?if' . I 

.L__ . 

I I I II I I I EFFICACY 

Completeness Review Data Review Waiver Req. 

Review Labeling ' -

Letter 

F&W [ I - I I I : II I 
Completeness Review Data Review \1aiver Reg. 

• ~w Labeling 

[e r 

ENV. CHEM. I II II Jl I 
Completeness Review Data Review Waiver Reg. 

Review Labeling 

Letter 

TOX BR. 
, ....... : I l I I ~1 I 

Completeness Review Data Review Waiver Reg 

Review Labeling 

Letter 

CHEM BR. I f I -~~ 
- ., 

l.vi
1
ew Completeness Review Data lla1 ver Reg. • 

Review Labelino 
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Revi<::;·,' under revi::::ecl ~~c:. 3 r{r:!'J. Yes Nn 

d/A_ _______ Petil:ion r:o. 

Petition 
New Product -Ue11 Cher'l. 

Type Submission-Pew Product O'ld Che1n 
Rn;f- 3?:/ Au;ended Reg. Substunt~ve 

r Amended Rr:g. Nonsubstt.:.ntanti ve --
P.eviel·r::; ~·!e!'::ded Rec 1 d bv E Gross Sent to RevieNer Dete CO!'Ipleted r · · 1 Lc _____ ·_!-11----·--~ Returnee: to pt.; 

I I \.___ __ _ RET 

Completer.e5s Review. __ _ Oa t.J Rev·i CVI Y!a·1ver Reg. __ 

Revi e1-1 La be 1 i ng, _________ ---·---------------------------·----

LE::~..tcr·-----------------------------'--------··-

!C l 
·~ 

Co'. :teness Rev"icl'! X Data Revi~\·t. __ _ Haiver Req. __ 

Revio" Labeling ----,.-----------o--- ------------------
Letter_ 0/(V\. vY1 -e,;:(: o ,_ --tZ..L.;."',:: =or=~/?=-..5=;?-;:_:cli:-=·--------=,...-------~ 
f&\l ~~----1.\.-r ___ _JI r!.....-_ __ ~_j rl---_. __ ---_---, 
Comp1E:teness Heviert __ _ Data Revi e\'"-- Haiver Reg. __ _ 
I 

R•<i •··J Labeling'-----·---------------------·------

u~tter ___ _ 

E.·. C:-!Ef1. l _____ ll'-___ __'] i'---__ :_] IL---------1 

Co' · eteuess Revi e\'J '-- Data Revier! __ ~.1,'liver Reg. __ 

Rcvi c~·: l >b<.<liron .... ,., '"::!. ________________________________ ------1 

Lettor _____ -.=:::::======,-·-;======='fi=======~~~~,~~ .. 
rL.. __ .I L __ :·--~--i L ___ -J '--------

Cmr,plQteness F.evie•.·,,• __ _ Oata Revi e\'1 ___ _ Hil. i ver fte::1 .. __ _ 
Rev i €!:'.'1 lal'.'.!' l·i ng, _______ _ 

LettOl'-------~=======o- ===="===;--:o====== ........ . 
CHE!1 G~. c:::: l l . ---r .... .. . -" ~ r .---·-··· ~-
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1. AEGISTRATION NUMBER CYCLE 

SUBMISSION REVIEW RECORD 
G 3151 riot 01 -I 1 1 1 ~~ 1 

3. 3CIO PUSL.ICATION N£CESSAAV 

0 VI!:$ 0 NO 

G. METHOD OF SUPPORT 

• 

lx 

Ou Ou ~zc 

A 

B 

c 

D 

E 

F 

G 

H 

J 

K 

L 

M 

N 

0 

p 

0 

R 

s 

REVIEW TYPE 

Ftii!;V!II:WAiti ... ITY TII:AM 

PAOOUCT MANAGER TEAM 
E;FI'"ICACY RE:VIItW 

PROOUCT MANAGI£A TltAM 
HU ... AN SAl" I:::. TV AEVIItW 

PRODUCT MANAGI;!;R TS:AM li:N• 
VIRONMENT ... I..SAFETY !1EV!I!:W 

PROOUCT MANAGER TII:AM 
1'1.ESU8MJ$$ION REVIEW 

PROOUCT MANAGER 

!NTU:RAGUNCY AE;FIUtRAI. 

COIIT·DENEFIT I'UtYUtW 

PUBI..IC COMMENTS RII!;YIII:W 

EEl!: 8RANCH'it.ISECTICIO£ 
S:FFICACY 

EEit GRANCH FUNGICIOE 
EI'"FICACY 

EE£ DRANCH AOOII!;NTIC\Oiit 
EFFICACY 

EE:It DRANCI1 OISINFitCTANT 
EFFICACY 

CHEMIITRY BRAt.!Ct.l 
AEIIOUI!. CHIC!.!IITRY 

ICE&: BRANCH lll:t.IVIRON • 
MUt.ITAL. CHCMIITRY 

TOXICO ... OGY DRANCH 
HUMAN IIAFETY 

EElt IU'IANCH ENVIf'IQN• 
MENTA.._ III"FETY 

4, PETITION NO. 

1. PROOUCT MANAGER 

Jt<-te,s 1/.J?~ 

AEVIEWEA 
CODE 

(htJtiJU} 

I I 

I I 

I I 
I I 

I I 
I I 

I I 
I I 

I I 

I I 
I I 

I I 
I I 

I I 
I I 

I I 

I I 

I I 

SIGNATUAE OF REVIEWER 

TYPE ~ESPON~SE 

?;;.-... /. 

NO. 

COM· 
MENT 
CODE 

5, RECEIVED PN TEAM 

12. OU-TGOING DATE 

DATE REVIEWCOM"l.ETEO 

'" 
I I I 
I I I 

I I I 
I I I 

I I I 
I I I 

I I I 
I I I 
I I I 

I I I 
I I I 

I I I 
I I I 

I/ lo 2..13 1 i'S" 
I I I 
I I I 

I I I 

I I I 
I I I 

COOE 
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IN._ __ cm· __ _ 

Pi::I'ITIO:J 0:1. l::·:P. Pl::f.'~·IT'~" tn .. ___ . ___ _ 

' ·-

IN l0/21/l6n•l0/23/75 

-

D.'\'ill DIV, l:'~CIVID. _____ .. _;l:.::O_·.:_l7:...·.:.7::.5 __________________ _ 

D.~'i .... i: OP SUH·n.SSIO): 10-14-75 
·-----~~~~---------------

n.~·m SUIT·U~:J..SI();\1 ACCEPTill. _____ _:__ ___ _,---------·------

~ l?IUJ~<2I'(S): I,(l)• H, F, N, R, S 6octeriostatic liater Filter Media 

· ~JxT N2!. l\'0 • . · ·-------~L--------------------------. 
Pll.."D;A.."'T N:'~':S (S) _______ H!.!.Yu9c""-'"""----'-----------------

CO·!PANY 1~:~, Joni cs, Incorporated 
·-----------~~~~~~~------------

SUINJSSIO:; FURPOSE. _____ .::R:=e::.su:::bm::::.:i;:;.s:.si.::o::cn.::.::wc.i.::thc.· -'d-'a_..t.:.c•------'----'---

CHE:-!ICI\L & l'QR'lJL?\'J'IO,,_l __ _:.M:.:e.;;.ta:.lc.:l_i _c _S_i.:.l v.::e_r __ l._0_5_% __________ _ 
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200.0 

200.1 

200.1.1 

201.0 

201.1 

202.0 

202.1 

203.0 

Introduction 

Use: Bacteriostatic Water Filter Media 

Background Information: This submission Includes 
Information requested fn our letter of October 9, 
1975. 

Data Sunmary 

Abstract of test report: The concentration of the 
artfffcfally contaminated water used to challenge the 
units averaged 410 S· coli per ml; after sitting 24 
hours, the concentration of this artificially con
taminated water also averaged 410 E. colt per ml 
according to Linda Deans, who was iresponsible for the 
testing. No determination was made for the silver 
content fn the effluent which was assayed for bacterio
logical efficacy. However, since the chemical data 
provided to demonstrate stlver release did not exceed 
50 ppb, it wtll be assumed that the silver concentration 
fn the effluent used tn the bacterfologtcal assays also 
dfd not exceed 50 ppb. 

Recommendations 

Claims supported by data: The Information provided ful
fill the request indicated fn our letter of October 9, 1975. 

Labeling 

Revise the first two ~ara~raphs of the letter to be sent to 
your customers to read: Thts letter is to inform you that 
Ionfcs, Incorporated has a bactertostattc water filter media 
product, Hygene, EPA Reg. No. 35!100-2." 

"Hygene has been laboratory tested to demonstrate bacterio
static actfvtty. The filter media wtll inhibit the growth of 
bacteria which ts entrapped during the treatment of water." 

~~::n~~ 10/23/75 
Efficacy Section 
Efficacy and Ecological Effects Branch 
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SUBMISSION REVIEW RECORD 

3. lCIO PUBLICATION t.IECESSARY 

0 VE5 

6. METHOD OF SUPPORT 

D '" 
!J,OATE PULLED 10. DATE PUBLISHED 

REVIEW TYPE 

A RE:\II(WA!11l..ITV TEA"' 

B PROOUCT MANAQ£R TEAM 
EFF"ICACV RE:VIEW 

c l"ROOUCT MANACER TEA"' 
fiV""AN ~Af"ETV REVIEW 

D PROOUCT "'AN AGER TEAM EN• 
VIRONMCN TAL SAF"E;TV REVIEW 

• E PRODUCT ""ANAGE:R Tll:I•M 
RE:SUD""I~SION REVIEW 

F PRODUCT MAN ~(fER 

G INTERAGE:NCV REF"ERRAL 

H CO:IT·UENI'FIT RE:viE;W 

I>UDL.IC COf.'..,ENTS REVIEW 

J IHH'.: DRANCN INSECTICIDE 
EFF"ICACV 

K E:~E DRANCN NERDICIOE 
CFFICACV 

~ 
CEE I!RANCN F"UNGICIOE 
f:FF"ICACV 

M EEE IHV•NC>i ROOENTICIOE 
EFF"l(ACV 

N ECC ORANCH OISINFE:CT.O.NT 
(F"FICACV 

D 
CNEMISTRV EJRANCN 
RESIDUE; (NE"'ISTRV 

p E:EE BRANCH ENVIRON· 
MENTAL. CHCMIGTRV 

a TOXICOLOGY DRANCN 
NUMAN &AF"ETV 

R 
EEE DRANCN E:NYI~ON• 
ME:NTAL. 5AF"E:TT 

s 

·T 

PRODUCT MANAGER SIGNATURE 

EPA Form 1570•13 (3·75} 
• 

7. PRO UCT MANAGER 

REVIEWER 
CDOE 

(ln!r/11./~) 

/!J 

SIGNATURE OF REVIEWER 

TYPE OF RESPONSE 
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P. 0. BOX 99, BRIDGEVILLE, PENNSYLVANIA 15017 PHONE A. C. 412 343-1040 TWX 510697:3299 

1. _ • : rr'.'d;f;!ir;/ng Eq111;~ment • Cusrom FabriutiOJt lor rhe 1/IJcfP.ar. Chemical & Food lndusfries • Jle.;t Trensfr:r Et;UJpment 

J~r. James H. Banks, Products J~nager 33 
Disinfectants Branch (WH-567) 
United States Environmental Protect! on Agency 
Registration Division 

I 
M Street s.w. 

hington, D. C. 20460 

ar Mr. Banks: 

This morning I received a phone call from 

informed me that he had a meeting with EPA in Washington 
on Friday, July 18, 1975. They informed him that he must list the active and 
inactive ingredients in his product along with the formulation. 

This letter is to inform you that uses our HYgene in his 
product and we would allow you to refer to our File No. 35900-E for HY~ene for this 
information. It is my understanding that this information, however, Wlll be kept 

.nfidenti al. 

..- I hope this gives you the information you need to allow to 
~plete the registration. 

Ifyou have any questions on any of this, please feel free to contact 
me. 

WJP:mle 

cc: 

Very truly yours, 

IONIC$, INCORPORATED 
Bridgeville Plant 

';;/ -~· ~L/ f) .. ~h-L ___ j_ .. -'"~-- -..__.?---+--<-~~ 

W~lter J. Polens - . 
Vice President 
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u.s. 

APPLICATION FOR I NEW I REGISTRATION OF A PESTICIDE 
(Untkt th4 Fedenzllnra:ticlde, Fullf{rlde, ttnd Rodenticide Act) 

IIOD&NTICI 

QRANULMCJl 

P"UNIIICIDif0 

lonlcs, Incorporated 
P.O. Box 99 
Bridgeville, Penna. 15017 

POWDMD PAIES.URIZED PRDDUCTQ 

IEMULOIFIAULE UQUIDQ •AITQ 

GJ..U:SQ 

HYgenetm 

Ia THit RllGiaTRANT SHOWN IN 
ITDI 4 THit MANUFACTURIEAf 

vaCXJ NOD 

(lf"No ", :« inltnlcfion .5 on 
,.,.,.; 

NlfT CONTENTll OR CONTAINIUt Sl%1!8 

From 1 - 150 lbs. 
PRODUCT 

PA .. at, GLU.DCJJ 8TI:NCILED0 

ON IJ.III:L 0 IN PRINTIO MATTII.'R ACCOMPANVINGI PRODUCT CJB 
ii.DATA UUDMITTCD WITH THIS APPLICATION ff1Jmdhli1td wiHfilt In irljJlfittnj 

lti'FICACV DATAIJ[J 

OTHU /Specify}: 

TOXICOLOGY OATA[JI RhiDUI: DATAD PETITION FOR TOLERANCE 0 

12. ANV ADiliTIONAL PltRTINI:NT INFORMATION /Do flO! €flfet t:OnjlrJential formll/a htre-U!e [tem [J, be/ow} 

Hyla 603-KM and HYgenetm reference trade names for the same product 

FOLLOWING 

EPAF01111 
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oJ 

Wi1ter Canditi011irlg EquipmeN • Custom fhbru:flfion for the fludear. Chemical & food Industries • Heat Transfer Eq11ipment 

Date: February 12 ,1975 

Name of Petitioner: Ionics, In,corporated 

Post Office Address: P. 0. Box 99; Bridgeville, Penna. 15017 • 

Date: February 12,1975 

Name of food additive and proposed use: Hygene - Used as a ~ater purificati01~! 

media in systems for drinking water purifiers. 

Environmental Protection Agency 
Registration Dtvtsion 
WH567 
401 M Street, S.W. 
Washington, DC 20460 

. ! 

Gentlemen: , . ~-. '-
.. -·· -

The undersigned, Ionics, Incorporated, sybmits this petit ton pttrsuant to Section' 
409 (b) (1) of the Federal Food, I'rug, and Cosmetic Act with respect to HYgene 
Purification Media and Systems for Drinking Water Purifiers. 

Attached hereto in triplicate, and constituting a part of this petition, are the 
following: 

1. Technical Bulletin- Hygene Water Purification Process -
Dascription of Material and Design Practice 5/15/73 

2. HYgene Manufacturing. and Quality Control (Manufacturing 
Procedure and'!<:>rm}lla~~~~)s ~w~te: This is proprietary information. 

Procedure - . 

4. Low Range Silver Test Procedure 

5. SABRO Laboratory for Bacteriological Analysis of Water
Specification Sheet L 831 R 
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Page 2 

6. Questions & Answers. about HYgene Water Purification Process
Brochure H-174 · 

7. General Ionics HYgene Water Purifier - Specification Sheet HYG-10-70 

8. HYgene Water Purifiers -Industrial/Municipal Specification Sheet 
HY!-672 

9. (a) HYgene shipping carton label- HYgene Water Purification Media 
{b) HYgene Water Purifier label 

I!. Public Health Service Drinking Water Standards Revised 1962 
Pages 8, 52, 53 and 54 

12. Standard Methods for the Examination of Water and Waste water 
by APHA, AWWA, WPCF- Pages 309 thru 316, 678 thru 683 

13. "Basis for Choice of Hyla Silver Disinfecting System for Drinking 
Fountain, Home, ~nQJ?.m.;tll Institutional Supplies, and for Swimming . . . 
Pool Waters 11 by D. Charles.E .. Renn of The Johns Hopkins 
University Note\:'"Ttfe n·am.e11 6fthe product. was changed from Hyla 
to HYgene In !969. 

14. 11 Results of Study to I:'etermine the Comparative Bactericidal 
Efficiencies of S!lv.er'as S!lvef',Nitrate and Silver Activated by 

. '' the Hyla Process".J>y.Qr.Yl.i.ll\l'JJl];. Chesney of The Johns Hopkins 
University, 

IS. "Report on Bactjlrl9Jd,1l)..Effe.c.t .• oJ,Hyla 603-KM at Varying 
Temperature Levels" by Dr. William E. Chesney ofThe Johns 
Hopkins U_niverhty- "n ~w-...; · u .:.: .-.:a 

16. "Performance Record of Experimental Hyla Treatment of Well Water 
Supply of G. Wai1f"B.3TSfoW-Re~SfOence, Bradshaw, Maryland" by 
Dr. WilHam E. Chesney of The-Johns Hopkins University 

17. "Effects of Sur{aJ:~.!?,!Il..CMn9,JJPpn Activity of Hyla 603-KM: 
Methods of Study" by Dr. WUI(am E. _C.hesney of The Johns 
Hopkins University~ ~~'-"-· ~ J ,__.~ .. &.: 

18. NASA Tech Briefs No. B68-10555 and TSP7!-!02 78 

19. "Notes on Toler.a.nce..of~Hu-mans, 50 Ingested Silver" by Dr. Charles 
E. Renn, The Johns Hopkins University 

"--'-'>"kJ _,.,.~~:<~ ... ~~ 

20. Addendum to A. Description of the Hyla Process 
Question: Has·.suver·a toxtq 1effect·.on the human organism? 
by Dr. E. Hofer'~.Genev~,;r<in~hry 18/54 266
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21. "Preliminary Report on the Installation of a Hyla Water Purification 
System -U.S. Navy Preventive Medicine Unit No. Two" 

22. Four Years Bacteriological Ship's Report 1956-1960 

23. "Silver Cleans up Polluted Water"- The Silver Institute Letter, 
Volume Ill, Number 7 july-August 1973 

24. 11 The Story of Silver in Medicine 11 by Dr. Harry Margraf Gold & 
Sliver Newsletter, September 1974 

25. DODUCO Jet~er,pf.l'jpO!e,rnb"{~l6, 1973 with report on experiences 
with a HYgene Water Purif!erJl¥-45 

\....-" ~"' ~ ..... .:,_,~·<-lhltk-.... 

26. Stage Coach Motel Jetter of August 8, 1971 with Bacteriological 
Reports from The Commonwealth of Pennsylvania, L'epartment of 
Health on HYgene Water Purifier 

27. United Engineers and Construction information on HYgene Water 
Purification System. 

28. Ponder lac Country Club letter concerning HYgene system with 
Bacteriological Reports from County Health L'epartment 

29. NUS Corp., C. W~,lli9e_,Div(s.!pn,~boratory Report 5/28/74 on 
the Arnold Industr\!!hlf[~:;p_e~ y{~~~L Purifier 

30. NUS Corp., C. W ._RJce,Div.is.!Ql1_f;3boratory Report 6/6/74 on 
r•. ~ 

the Pure Water M?ker W~t~r~~~~f}!!~r manufactured by Water 
Purification Technology' ~~""""" 

31. NUS Corp., C. w ... )l.ic~.Div!sipn1 f-"boratory Report 6/19/74 on 
the Pure Water M6ker Water Pu'rifiaf manufactured by Water 

..! ~·""' '""'"" .. ~. .... Purification Technotogy 

- . 

---~------------'----------...1 
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Page 4 

In addition to the above enclosures, we would ltke to offer these comments 
with respect to requested information in the order asked in Chapter I - Food 
and Drug Administration, li 121.51 Petitions proposing regulations for food 
additives. 

A. 

I. Our Enclosure No. I describes the physical properties of 
HYgene including the che.mical identity and composition as 
well as its biological properties and intended use which is 
for the purification of bacteriologically contaminated water. 

2. The step by step method of manufacture of HYgene is in our 
Enclosure No. 2. (This is proprietary information of Ionics, 
Incorporated). Our quality control of the finished product 
is Enclosure No. 3 and also Enclosure No. 10. Enclosure 
No. 3 method is used on every HYgene lot manufactured. 
Enclosure No. 10 is a procedure periodically used by an 
outside laboratory. 

3. Bacteriological analyses used in our quality control are 
performed by the SABRO Laboratory (Enclosure No. 5) which 
uses the membra nee filter technique. This procedure ts in 
accordance with Standard Methods for the Examination of 
Water and Wastewater published jointly by the APHA, AWWA, 
and WPCF. See Enclosure No. 12, Pages 678 thru 683 . .. . 

4. Silver is determined ''in 9ur laboratory by procedure found in 
Enclosure No. 4. In addition to this colormetric procedure, 
we also periodically send samples to an outside laboratory 
for silver analysis by the Atomic Absorption (AA) method. 

TheM method is very accurate in the range of 10 to 50 ppb 
and can be run by any reasonably well equipped lab. We 
have this AA equipment at our Watertown, Massachusetts lab. 
See Enclosure No. 12, Pages 309 thru 316. 

5. The list of chemicals and quantities used in the manufacture 
of our HYgene product can be found on Page 5 of Enclosure 
No. 2 ~~After undergoing chemical changes throughout the 
manufacturing procedure, tile finished product contains: 

Active Ingredient- Metallic Silver 
Inert Ingredient -Activated Carbon 

Total Ingredients 

J. 05% 
98.95% 

100.00% 
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Page 5 

A. continued 

B. 

c. 

6. HYgene has an Indefinite shelf life when stored In our 
shipping containers and tn accordance with our labeling 
Instructions (Enclosure No.9) which states that Is should 
be stored in closed container which excludes moisture 
and chemical fumes. Our shipping container is of heavy 
cardboard carton construction, lined with sealed, sanitary 
polyethylene bag. 

I. The HYgene media shipping carton label Is Enclosure No. 9 (a) 
and the HYgene unit label Is 9 (b). We are adding to these 
labels the active and inert ingredients with percentages as 
stated above under A-5. 

2. The human tolerance limitation for silver in drinking water 
Is 50 parts per b!lllon (ppb) as Indicated In Enclosure No. II, 
Page 8 of the Public Health Service Drinking Water Standards. 
Also, in this same book, Pages 52, 53 and 54 discuss, 
a) studies of the metabolism of ~ ilver from intragastric 
intake in rats, b) a study of the toxicologic effects of silver 
added to drinking water of rats, and c) a study of the resorption 
of silver through hum~m skin . . 

r 

NASA Tech Brief 68-10555, Enclosure No. 18 states "Silver 
Ions in concentrations of 50 to 100 ppb which are nontoxic 
when ingested, have been recognized for many years as an 
effective bactericide. 

1 . As water passes through a layer or bed of our BY gene product, 
silver is released into the effluent water under the standard 
limitations of 50 ppb. In addition to the sliver being under 
these limitations, It Is also In sufficient quantitY to have 
the lniended bacteriological effect on pathogenic baterla. 
Laboratory testing In regarc:i to this can be found In 
Enclosure Nos. 14, 15, 17, 29, 30 and 31. Actual field test 
data can be found In Enclosure Nos. 16, 21, 22, 25, 26 and 28. 
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D. 

,, 
.. 

E. 

F. 

G. 

H. 

I. 

I. 

Additionally, Ion!cs Installed a 100,000 GPD HYgene potable 
water system {Enclosure No. 27) at The United Engineers and 
Constructors Jobsite of the Pennsylvania Power and Light 
Company, Martins Creek Steam Electric Station, Martins 
C:reek, Pennsylvania, in September, 1971. This system is 
designed to produce potable water from Delaware River water 
for the approximately 1200 construction workers on site and 
has been in continuous operation since 1971, producing in 
excess of 32,000,000 gallons of potable water since startup. 
This installation was rna~e and continues to operate under 
authority of the Pennsylvania Department of Health and 
Environmental Engineering. 

Methods used to determine the amount of silver in HYgene 
systems effluent are as discussed under A-4 of this letter. 
Consistent accurate results can be achieved by any properly 
equipped testing laboratory . 

Investigations with respect to the safety of the use of HYgene 
were conducted under the direction of Dr. Charles E. Renn of 
The johns Hopkins University, Department of Sanitary 
Engineering and Water Resources. See Enclosure No. 19 
regarding tolerance of humans to ingested silver in the range 
effected by the HYgen~ process. In this regard, also see 
comments from Dr. EE .HC?fer in Enclosure No. 20. 

This is also answered by Enclosure No. 11. 

1. Tolerances and limitations of silver in drinking water are 
covered by Public Health Service Standard Drinking Water 
Standards. Enclosure No. 11. 

I. Not appltcable 

1! Effluent from manufacturing process disposed to drain 
contains common chemicals as listed in Enclosure No. 2 
in a dilute form. 
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H. continued 

2. In the! ultimate use as drinking water, there are no ill 
effects as indicated in Part B-2 of this letter concerning 
toxicity of silver. Water from the HYgene system effluent 
going to drain or waste is also harmless since it contains 
no more than 50 ppb silver. 

Please also note Dr. Harry Margraf's article (Enclosure No. 24) In the Gold & 
Silver Newsletter, "The Story of Silver in Medicine". On Page 4, Dr. Margraf 
states, "Silver filters are used to transform polluted waste into drinking water. 
It's more effective and safer than chlorine, ozone or ultraviolet radiation." 
Also, he says, "I believe that in the not-to-distant future ..... silver compounds 
will become the standard method for purifying the public water supply. Silver 
compounds will play an important role in poll uti on control." 

WJP/no 

Enclosure 

Very truly yours , 

JONJCS, INCORPORATED 
Bridgeville Plant 

'~~~~ 
W. J. Polens -~ 
Vice President 

.• . 
r . ' 

- . 
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STATEJ.mm· OF OFFER TO PAY AND HETHOD OF SlJPPORT 

SUBJECT: (Name of Pesticide Product) HYgenetm 
(EPA Registration Nu.rnber or File Syu1bol) 
(Date of Application) 2/10/75 

1. I hereby offer to pay reasonable compensation to the extent provided under 
Section 3(c)(l)(D) of the Federal Insecticide~ Fungicide) and Rodenticide 
Act~ as amended~ and in accordance with the interim policy statement 
published in the Federal Register on November 19 1 1973, for use of any 
test data~ which had been submitted to the Environmental Protection Agency 
in connection with an application for the registration of .i pesticide for 
the first time on or after October 21~ 1972} sud which may be used in 
support of the registration application for the subject pesticide. 

2. The method of support to be used in the revi~w of this application is as 
follous: (list or check one only) 

• • 

• • 

X 

s. ALL OF THE REQUIRED SUPPORTING DATA IS ATTACHED. 
(Only the actual data submitted is to be used in the 
evaluation of this application.) 

b. ALL OF THE REQUIRED SUPPORtiNG DATA IS BEING SUBMITTED BY REFEP.ENCE. 
(Only the specific references submitted are to be used in the 
evaluation of this application. fo~y combination of data and 
references should be submitted as 2.b. with the dAta listed with 
the reference.) 

c, PROCEED ON THE BASIS OF ESTABL,ISRED USE PATTERNS. · 
(Any application for which the applicant desires the Agency 
to use any or all available information in addition to what 
is provided by the applicant must proceed under 2.c. Applications 
containing data for specific uses or references for part of the 
required information, but requiring additional information 
already on file with the Agency to be complete, must proceed 
under 2.c • 

(Signature of Applicant) 
(Name of Applicant) W. J. Polens 
(Title of Applicant) Vice President, .; P.O. Box 99; Bridgeville, Pa. 

15017 

(This statement must be signed by an authorized representative of the 
applicant.) 

. ' ,, 
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BACTERIOSTATIC~WiATER=EilfEFfMEDIA . . . . . . 
Inhibits ttie··groWth of baCteria · 

CAUTION: KEEP OUT OF REACH OF CHILDREN 
STORAGE· Of' HYGENE MATERIAL: St,re in closed container which excludes moisture 

and chemical fumes. 

EPA Reg. No. 35900·2 
ACTIVE INGREDIENT 

METALLIC SLIVER_-- ___ 1.0 5% 
INERT INGREDIENT 

ACTIVATED CARBON_--_ 98.9 5% 
DIRECTIONS FOR USE: 

DISPOSAL OF SPENT MEDIA: ____ _ 

EPA Est, No. 35900 PA 01 

LOT NO~·---------------------

NET CONTENTS cu. ft. 
Flow rate is not to exceed 15 GPM per 
cu. ft. of media. Bed depth must be at leGst 
twice the diameter. 
Retain shipping carton and plastic liner for 
disposing of exhausted filter media with trach. 

Another fine product by the manufacturers of General lonics Water ConditioninQ Equipment 

IONICS, INCORPORATED Routes 519 S. 50, Bridgeville ,Penno.l5017 

' 
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TECt!NICAL BULLETIN 

IONICS, INCORPORATED - BRIDGEVILLE, PENNSYLVANIA 

HYGENETM WATER PURIFICATION PROCESS 
DESCRIPTION OF MATERIAL AND DESIGN PRACTICE 

I. DISINFECTION WITH SILVER 

The use of silver in the disinfection of water supplies has long been 

recognized as an established technique. The principle of the HYgene™ 

process is as follows. Silver ions absorbed on sponge silver metal is 

deposited on an inert carrier. Activated carbon of high surface area . . 

has been found to be an excellent carrier and it is the base of HYgeneTM. 

The silver is deposited in an oligodynamic or finely divided form in 

such a way that the solubility is limited to meter trace quantities. 

Therefore, contaminated water, contacting the silver impregnated carbon, 

will dissolve or release very minute,quantities of silver in the range . 
of 25 to 40 parts per billion. HYgeneT.M is an effective disinfecting 

material against pathogenic intestinal organisms found in water. These 

include the germs that cause typhoid fever, dysentery, cholera, diarrhea 

and other such diseases. HYgene™ will purify any water which is 

'bacteriologically acceptable for treatment" as defined in the United 

States Public Health Service Manual, RECOMMENDED WATER- SANITATION 

PRACTICE. In addition to its purifying qualities, HYgene™ also filters 
·, 

the water and removes taste, odor and color from it. 
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'-l ·- ~ • / Jr II. HYGENETM RESEARCH 

A major part of research and development investigation on the behavior of 

this media was carried out at The Johns Hopkins University Department of 

Sanitary Engineering under the direction of Dr. Charles E. Renn. All data 

included herein can be v~rified by accomplishments of this research program. 

III. PHYSICAL PROPERTIES 

The physical characteristics of HYgene™ are comparable to those of acti

vated carbon substrate upon which a silver salt of complex chemical structure 

coating is deposited. Addition of silver to the mass does not measurably 

alter the density of the parent carbon. The physical absorption capacity 

of the carbon is decreased not more than 2% by the presence of silver. 

IV. DESIGN PRACTICE 

All HYgene™ installations made under the supervision of Ionics, Inc. have, 

had a minimum bed contact time of o~e minute. Performance data has shown . 
this to be adequate. The void space of the bed has been determined to be 

40% and is used in all calculations. Under normal or average operating 

conditions, HYgeneTM material can be expected to treat 750,000 gallons of 

raw water per cubic foot. Equipment design is predicted on flow rate of 

3 gallons per minute per cubic foot of material with the height of the filter 

bed at least twice the diameter of the filter. Installations are usually 

rated to give a minimum bed life of two years. To provide maximum residual '. 
kill, a storage reservoir following the HYgeneTM contact bed is recommended 

where bacteria count of water is excessively high or where demamd flow rates 

are beyond limits. Removal of protective suspended solids is necessary for 

- -~---~-----------~ 
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~ IV. DESIGN PRACTICE (cont'd) . 

' 

reliable chemical disinfection by any known agent. For optimum per

formance and long llfe of HYgene™ material, the removal of all possible 

solids prior to the contact bed is therefore desirable. Turbid waters 

may be clarified by settling, coagulation and settling or by fine 

filtration. Naturally clarified sources may require no pretreatment, 

though their inclusion is recommended to insure removal of cysts and 

larger waterborne intestinal parasites. 

V. fiElD CONTROl 

A. Bacteriological Test Kit 

For an expedient method of measuring the bacteria content of the 

effluent supply, Ionics manufactures and markets the SABRO Portable 

laboratory for bacteriological analysis of water. This unit was 

developed at The Johns Hopkins University by Dr. Charles E. Renn 

under a SABRO Fellowship Program. For further information on .. 
SABRO, contact Ionics, Incorpo~te? at Bridgeville, Pennsylvania. 

B. Silver Test Kit 

To determine the silver concentration of treated water, Ionics 

recommends the use of LaMotte Chemical Company's low Range Silver 

Test Kit. This unit is available from Ionics or LaMotte Chemical 

Company in Chestertown, Maryland. 

VI. lABORATORY FACiliTIES - . 

Ionics laboratory equipment and technicians are available for complete 

chemical and bacteriological analysis. Samples of suspicious or problem 
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VI. lABORATORY FACILITIES (cont'd) 

waters as well as treated water samples for quality control check may be 

sent to our laboratory for a complete analysis. Sampling bottles and 

recommended technique for collection of water samples are available at 

Ionics. 

VII. RAW !lATER CONDITIONS 

For reliable operation of the HYgene™ system, the following·conditions 

are necessary: 

A. Chlorides: 500 ppm maximum 

B. Sulfates: 2,000 ppm maximum 

C. Iron: 0.2 ppm maximum. Most raw waters high in iron content 
can be pretreated for its removal before HYgeneTM. 

D. Hydrogen Sulfide: Sulfide may limit the life of HYgene™ and 
its removal is therefore recommended before. HYgene™ treatment. 

E. Color: 20 maximum. Color is used here to indicate high 
concentrations of extracted organic matter in water. If color 
exceeds this value, samples shoUld be performance tested to 
determine the necessary equipmeftt design required. 

F. Jill.: 5.0 to 8.5 

G. Temperature: 400 F to 850 F 

VIII. COMNERCIAL INFORMATION 

Mesh Size: 12 x 30 U.S. Sieve Series 

Weight: 30 lbs. net per cubic foot 

Packaging: 1 cu. ft. Fiber Drum or 200 lbs. (6.67 cu. ft.) Fiber Drum - . 
Shipping Point: Bridgeville, Pennsylvania 

5/15/73 
·················--·-·--------------
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Public Health Service 
Drinking Water Standards 

Revised 1962 

U.S. DEl'ARTl\IENT OF HEALTH, EDUCATIO!'<, 
AND WELFARE 

PUBLIC HEALTH SERVICE 

Washington 25, D.C. 

• 
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8 DRINKING WATER STANVAUDS1 19G2 

5.22 Tha presence o! the following substances in excess of t-he 
concenLrntions listed shall constitute grounds for rejection of !..ltG 

supply: 
Co,ccniTa/lan 

a .. 111111nN In "19/l 

Arsenic (As) ----------------------------------------------- 0. 03 
Barium {Da) ---------------------------------------------- 1. 0 
Cadmium ~) --------------------------------------------- 0. 01 
Chromium (Hcxnvnlent) (Cr .. ) __________________ :__________ 0. 05 

Cyanide (CN) ---------------------------------------------- 0. 2 
l!'luorido (F) ---------------~------------------------- (See 5. 23). 
Lc!ad (Pb) ------------------------------------------------- o. 05 
Setenluru (Se) --------------------------------------------- 0. Ol 

V SUver (A«>~---------~------------------------------------~ 0. 00: 

ti.23 Flu.oridc.-When fluoride is naturally presentir, drink
ing water, the concentration should not average more than the ap· 
proprinte upper limit in Table I. Presene0 of fluoride in a\·ernge 
concentrations greater tlHm two times the optimum values in Tnble 
I shall c.ous<itute grounds for rejection of the supply. 

Wlwra fluoridalion (supplementation of fluoride in drinking 
Witter) is practiced, the average iluoride concentration shall be 
kept within the up11er nnd low~r control limits in Table I. 

tll.t>-:.3.1 .................................................... - ..... . 
U.J-58.3 ........................................................... . 
6!1.1-GUI ...... - ................................................... . 
fl.t-71).~ .......................................................... .. 
70.7-l"ll.Z ........................................................... . 
a.3-ro.s .......................................................... .. 

1 :Sued on temperohnc dat:> ob!.aloed lot~ mlnln1um atnu yc•rs. 

lttrommeodQd roo!rnlll,l:..
l"luotld~ ""'"''">!r~uon, ill n:Ml 

Lower Optimum j t.'ppet 

• •• • •• ... 
"·' '·' • •• 

'·' .. , 
'·' ••• • •• 
"' 

.., .. . 
"' .., 
'·' ... 

In addition to the sampling required by 11amgrnph 5.1 above, 
fluoridated nnd d~fluoridnted supplies shall be sampled with suffi
cient frt!quency to determine that the dt:!sirt!d fluoride conc~ntra.
tion is maintained. 

G. RADIOAC"l'll'ITY 

6.1 Sampling. 
6.11 The :frequency of sampling and analysis for radioacti1•ity 

shall bo determined by the H£~portillg .Agency and the Ceti.ify
ing .Authority nfter considerntion of the likelihood of significant" 
amounts being present. Whcra concentrations of R:t::G or Srp:j 
mn.y vnry considerably, quarterly S.'lmllles compositcd over a. pe
riod of three months are recommended, Samples for detcnnina-

. 
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52 DRINKINO WATER STANDARDS, 11/02 

SELENIUlll 

Tho presence of selenium in water hns heretofore been n matter of 
regionul imtlortancc (1). The !act thnt it is now recognized :l.S being 
toxic to both man and animals makes it essential lhnt limits be set 
for all wnter intended for human consumption. 

Seleniwn ls known to produce "nlknli disease:' in c:tttlc, nnd fts ef
fects, liko those of nrscnic, mny be permanent (1 /3). llccent reports 
indicute also iha.t selenium may increase' the incidence of dell tnl caries 
in mn.n (3). Of greater impol'tnnce.ln limiting the concentration of 
tlilcnium is its potential c:u .. ·inogenicity (4). nuts fed n. diet conQlin
,ing varying conce.utrations of selenium (3 to 40 mg/1) slHlwcd to:dc 
effects nt nil levels, tho outstanding pathologic lesion beiug hcpntie 
cell tumors. 

From very limited informntion (5) concentmtions cf selenium in 
water·considered safe for man ha.Ye been found to:dc for fish. 

In view of the potential seriousness of above reported eJiects1 it is 
. recommended thnt the limits for selenium bo lo\\ere"d from its present 
value of 0.05 mg/1 to 0.01 mg/1 n.nd concentrntions in excess of this 
lower value be used as grcunds for rejection of the supply. 

LITERATURE CITATIONS 

1. Dudley, II. 0. Toxicology o! eelentun1: I. A study o! the dllltrlbullon ot 
sehmlum In acute And chronic ooses ot seleolum poisoning. Am. J. Hyg. 23: 
pp.l69-1S6 (1936). 

2, DrU!, V. A. Phnrmncology In Medicine, Ed. 2., New "I"otk, N.Y., McGraw
Bill, 19tiS.. pp. 794-795. 

8. Badjlmarkos, D. M., nod Bonborst, C. W. The trnc~ ~lemnnt oolenlum and Its 
lntluenoo on dental cnr!es suseepllbli!l:r. J. Pedlat. GZ: IlP· 274-278 {111~8). 

4. l!'ltzbugb, 0. 0., Nelson, A. .A..., nn!l Bliss, E. I. The chroolc ornl to:lclty ot 
aelenlUlll, J. Pharm. E:cp. Thee. SO: pp. 2W--!!O!l Jlll4.4). 

6. Ellis, M. 11. l'ollutlon and aquatic lite. .Am. Wlldllie 2G: pp. 38, 45-46 
(1931}. 

SILVER 

/ The need t.o set a water standard for silver (Ag} arises from its 
intentional addition to waters !or disinfection. The chief effect of 
silver in the body is cosmetic, which eonFists of n pcnnn.ncnt blue
grey discoloration of the skin, eyes, and mucous membl~Jncs which i.s 
us unsightly o.nd disturbing to tho obser...-cr as to the victim. The 
amount of colloidal silver required to produce t.his condition (nrgyria, 
argyrosis), and which would serve as n. basis of determining the 
water standard, is not known, but the amount of silver from injected 
Ag-n.rsplwnnmine, which produces 11rgyria is precisely known. This 
value is n.ny amount greater than 1 gram of silnr, 8g ..Ag-nrspheno.
min() in a.n adult (1, £). 
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From n revi~w (S) of more thnn 200 cases of nrgyrin, the following 
n.dditional facts were derived. Most common salts of silver produce 
argyria \t'hen taken by mouth or by injection, There is a long-delayed 
nppcnrnnco of discoloration. No casu hns boon uncovered that h!ls 
resulted from nn itliosyncrnsy to sih·cr. Thcl'c was, however: con
sidcrnblo. vnrinbilit.r in prcdispositio11 to argyria j the cnuso. of this is 
unlmown but indiv'idunls concurrently receiving bismuth mcclimtion 
developed argyria. more l'cndily. Although there is no c\·idcnoo that 

· gradual deposition of sih•cr in tho body produces :my eignificnnt altera
tion in Jthysiolog:ic function, authorities are of the opinion that occa
sional mild systemic cil'ccts from silver mny hnt'e been o\·ershadowed 
by tho sl!·ildng external c!muges. In this connection, there is n report 
(3) of implnnted silver amalgams rCsulting in localized argyrill re
strieted to the elastic fibers nnd capillaries. The histopathologic re
action resembled a blue Ml'US simulating a. ncopln.sm with filnmcutous 
stntcturcs nnd globular masses. Sih·er nffinity !or elnstic ftbcrs had 
been noted n. half-century cal'lier (5). 

A study (5) of the mctnbolism of silver from intrngastric intake in 
the mt using radio-sill'el' in carrier-free tracer amounts showed ab
sorption to be less than 0.1-0.2 percent of the silver administered; but 
tills evidence is inconelusiYa because of the rnjJid elimination of sil1er 
when given in carrier-free amounts. Further study indicated, how
CVel', that silver is primnrily excreted by the liver. Tills \t'ould be 
particularly trne if the silver is in colloidal form. Sihn in the body 
is transported chiefly by the bloodstrc:~.m in which the plusma. proteins 
and the red cells ettrry practically nil of it in c:ttretuely. In bile combina
tions. The half-time of small amounts of silver in the blood ~tream 
of the rat was about 1 hour. A Inter report (6), using the spectro
graphic method on normnl humnn blood, showed sih•er unmistakably 
in tJm red blood cell and questionably in the red cell ghosts nnd in the 
plnsmn. Onco silver is fixed in the tissues, howeYcl', negligible excre
tion occurs in the urine(?'). 

A study (8) of the toxicologic efi'eets of silver ndded to drinking 
water of rats at concentrations up to 1,000 ug/1 (nature of the Siller 
salt unstntcd) sho\t'Cd p!l.thologlc ch:mgcs in kidneys, liver, and spleen 
nt 4:00, 700, nnd 1,000 ug/1. 

A study (9) of the reserption of sil1er through human sl.."in using 
radio-sihar Agm hns sho'\'\'ll none pnssing tho dcnnal b!lrrier from 
either solution (2 pe~nt AgNO,) or ointment, within limits of e:t· 
porimentnl error (±2 percent). This would indicate no significant 
addition of silver to the body from bntlllng wntcrs treated with Siller, 

Great tmccrtainty, however, currently surrounds nny cv!lluution of 
the n.mount of silver introduced into the body when silver·tre{lted 

< • 
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water is used for culinnry purposes. It is rcnsonnblo to nssumo that 
vcgetn.blcs belonging to tho family Drnssicnccnc1 such as cnbbngG, 
turnip1 cauliflower1 and onion, would combine v.·ith residnul silver in 
tho cooking woter. The silver content o! scvcrnllitcrs of water could 
thus be ingested. 

Despito these uncertninties and tho present lack of Rpproprinte 
drinking water studit'S1 it is possible to d~rive a tcnlnliv.e drinking· 
water standard for sil,·cr by using sih•er deposited in cxcc!'s of lgin the 
integument of the body as an en.Q point thnt must not be t>XCt>edcd. As· 
Jiuming that nll silver ingested is de-posited in the inlcgtJment1 it is 
readily cnlculated that 10 ug/1 could be ingested for a Iii~timc before 
lg silver it nttnined !rom 2liters w·ater intulm par day i 50 ug/1 silver 
could bo ingested npproximatoly 27 years without exceeding silver 
deposition of lg. 

Becnuse of tho evidence (1} that silvcr1 once ubsorbr:d1 is held 
indefinitely in tissues1 particularly the skin, without evident loss 
through usual channels of elimination or reduction by transmigrntion 
to other body sites; and becm1se of the probable increased nbsorb· 
ability of silver as silver-bound sulfur components of food cooked in 
silver-treated waters, the intake for which absorption was reportod 
in 1940 to amount to 60-80 ug per dny (10} j and because of the above 
calculation, a. concentration in excess of 50 ug/1 is grounds for rejc.c
tion of the supply. 
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United Engineers and Constructors 
p, 0. Dox 231R 
Martins Creek_, Pennsylvania 18063 

Attention: Mr .. Wi_lliam Homeyer 
Piping Superintendent 

Gentlemen: 

---- --- --------

June 25, 1971 

Ref:. HYgene® Water Purification System 
for PP&L Co., Martins Creek 
Steam Plant 

-----

On Tune 24, 1971, a meeting was held in the Reading, Pennsylvania 
district offices of th~ Pennsylvania Dept. of H~alth and En•:irnn:":ientol Er.g:'i.neer
i:..g t;; .:Hscu:;>s the 11Ygeue'Z' water purification sys.tem proposed for the above 
referenced instCJllation. 

• 
Attending: 

Messers Kuder, Parks, Becker and DarraU,· Pennsylvania Dept. 
of Health & Environmental Engineering, Reading 

Mr. Paul Zimmerman, Department of Environmental Resources 1 

Harrisburg 

Messers Polens and Schmidt, Ionics, Inc. 1 . Bri.dgevUle 1 Pa. 

The water system for the construction site will be classifled as a 
11 Semt'-public 11 system as opposed to a "publlc" system. This is a very important 
differentiation since a 11 public11 supply would require submission of an application 
for Public Water Supply Form H711,513.to the State for approval, Mr. Kuder 

' . 
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..... ,;•·rlr.J 

..... .. . . 

Ptplll9 Superintendent I •1_.,, -. 

rcmarl:cd tlwt if this were the cuse, it would tuke severul months to'pus
5 

on 
the C\cccptability of the system due to the current heavy buck. log of appHcl:!.tior;

5
• 

It ts y..Q!Yjmnortant that the proposed water system be specified as ''semi-pub He .. 
which rpquires that t!:c system distribution be totally within the confines of 
the construction site: not available to the general public. 

J With this stlpulation met, United Engineers should submit plans for 
tho complete water treatment and distril;>ution system to: 

Penna, Dept, of Health & Environmental Engineering 
401 Buttonwood Street 
Reading: Pennsylvania 19602 

Att: Mr. Robert Becker 

Mr. Becker estimates, that if the submitted information is complete, 
he will require one we-ek to ten days for approvul.· The State will monitor 
system performance after startup, by testing both silver residual and coliform 
co~;,nt. Vic have furnished a Hach low ranqp stlver field f.A!':;t kit to Mr. B:cckcr 
for this purpose .. In addition we have furnished a copy of our proposed to Mr. 
Decker and a binder containing complete specifiqations and documentution on· 
HYgene® for their files. 

If we can assist you in preparing the subinission data, please .feel 

'

free to contact u~. 

RCS:blf 

Very truly yours, 

IONICS, INCORPORATED 
Bridgeville 

.~"r?..~-L 
R. C. Schmidt, Sales Manager 
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-----------·----=----· ·-·-::=" ........ -~-----· :..:: ··--~---·--·-··---·------· ...... 
cd for----~:"==n=.i~~~~~'-=I=n=co=rp~o=r=a=·=""=d=-----------------------

.uvA ':J;J 

DriU:r:ev~llc -~ # J Pa. 

r e inf orma II on contact __ _,A"=''-'"'-''' .,_,v,an~l"C:±ll~----:---------
Phonc: 412 1•3-1040 

I 
SILVER DISEFECTA!:T SYSTEH 

EFFICIEllTL Y pt;;:IFJZS H:lLL \·lAXER 
ODOR-FREE /,T 1001 000 GALLOES/DAY 

. 
BRIDGEVILLE. PA. -- Ionics 1 Inco~orated cocpleted a contract from United 

Engineers & Constructors for a lrigenc water pu~ification plant that will 

turn well water into potable dri~~ing vater in excess of 1001 000 gallc~s per 

dny. The inctallo.tion of the treat-:::.ent fac~lit:r· is located in Mn=ti~= Crtlek.: 

Pennsylvania where United Engineers is coristrncting a neu _power plant for 

Pennsylvania Power & Light Conpa..~y. 

I The HYgene water purifier is a silver disinfectant systeo that will 

purify an;r water which is bacteriolog:icelly e.cceptable for t.reatt:.ent as 

defined by the United States Departr::ent o:f Health Service J.ianual, It is 

particular~y effective as a disinfecting r-aterial against ~athogenic 

intestinal organisms :found in water, including germs that cause typhoid 

fever~ dYsenter,y1 cholera or diarrhea. 

In addition tq its purifying qualities, HYsene units filter the ,·ater 
• 

and remove obJectionable taste, odor and color without the use of chlorine 

or otb~r ciJ~!:iicaJ.s.. Th~! t.ast~ probl~m of' chlor::t.n~.t<:G ,.·at.er h::t~ beP.r. c:.:1 

incrcasir.t; concern for field supcri:i"tcr:;icntn in the const~:J.ction n::d. !'clntcd 

industries as job~site working crews obJect ~re end ~ore strenuously to th~ 286
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unplensnnt tacte of chemically treo.ted vnter. 

The silver purification system was chosen because it is also simple to 

operate ·and economical to maintain. The effluent is unaffected by exPosure 

to li~~t or increased temperature. A periodic bacb¥ash keeps the ~st~ 

functioning, Ionics• Sabro(R) test kit, employing the membrane :f'ilter 

technique, in used to provide an accurate and rapid bacteriological analysis 

of' the water. 

I Contact Ionics, Incol1?oreted, Bridgeville, Pa,. 15017 :f'or more information 

on RYgene silver disinfectant systems that are available in co~ercial sizes 

fOr resorts, restaurants, real estate developments, service stations, oil 

and tininr; cemps e.nd ranches. 

I 
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Box 11,5 
Mt, Rethd Fa, 1831.3 

Februrrry 10, 1975 

To \.hom It l.Iay Concern: 

In the spring of 1971 I \'US instrumental in the Cecision of our 
com:pctny to use a General Ionics · ... ater Treat~ent "Plant for our 
construction projeut at Unrtins Creek Pennsylvtmia. 

\,e untici].n-rted a tott'-!.1 force of over 1200 peo}:;le at penk u:~e 
'Iii th consumption rates of over 200 G.P.l.~. Curing I_)eak hours. 

i, water was well water, knov.'n to bn contttninHtf!d bevonc'l 0llo\'"nble 
· its, but of lo·,•: turbiCity. /.. Rilver i~nrecnatP.c' Carhon }"ilter 
·. usee. li'ully nutorrt~J.te6 lo· · nnint0nnncA npP-rr!tion •t·ns o rA<:U.iTP-
.:~t ::t that haC to he ~ct. 

Wily testin~ f'or bHct~ria v1us conducted (urini\, thn: f'1rst fev! 
r:.ontJ s ot' OlwrP..t-icn as nell as testine for s:i.lvP.r conte!lt. T ... 9.t~r 
u.r.t:se teBts y;cre re(·uceC in 1'rc~uency. ·.\'e nre pleased to ste.te that 
t;.t no ti:ne wus t~.ny eviCence of' bacteria found. 

'l'his plant ha·s 
i~i t!!e ~:·rccecc 

more tl:.en ;aet all of my 11ntici.rntions Rnil 
of rccconcnCine lts usc on tuture sites. 

'l'ht:- pl~nt ·Has inspected by the state vmter boarC and met lf·i th its 
approval • 

• Res)"lectfnlly • 

.:f.:Y/&~l-~r C' ;;¥::::;~5/«~ 
Willia.'TI C. Home:ver 
Piping Supt. 
United ~n,n:ine~rs ?.-. Constr, 
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T R~NS
ACTION 

HYGENE 

PRODUCT OA TA SUMMARY 

DATE 
MM-YV 
10-75 

--- --

TOXIC lTV 
CODE 

3 

PRODUCT MANAGER 
CODE NAME . 

33 J. BANKS 

REG! STRATI ON 
NUMBER 
035900-00002 

------- ----------------------------------------

-----

----

---

TYPE 
CODE 

24 

FOR~ 

CODE 
67 

CHM 
CODE 

072501 

----

--

T Y P E 

SAC TERICSTAT 

F 0 R M 

GRANULAR PELLETEO OR CRYSTAL PRODUCT 

c H E M I c A L 
PERCENT 
1.0500 Sll VER 

-----

-----

DATE OF PRINTOUT 04/05/7& 
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' . •;,__....,..._ •: 
INSTRUCTIONS - / "· -::-1 , .. l... .. ").; \ ,-..:: ., ........... -: 

NOTE: Use a separate form for each Formulation. .cf ~ • 1~, -.~ ' '"! 1:.£8 * ..... • D')l; ;. 

Applicant ·keep the second copy for your files and forward the original to EPA or folio~~ InldfiGCU.!':Jt i 
1 

'' below. 
~~·~~ •./ i-~ ' 

. . . "'- :--._ . _,.,. ;.., ' 
A. The complete chemical composition of each pesticide must be known so it can be evaJuatt4.!0!.. ~trOn under the Federal 

Insecticide, Fungicide and Rodenticide Act. This information is also necessary to determine the status of ingredients, both 
active and inert, under the Pesticide Chemicals Amendment to the Federal Food, Drug and Cosmetic Act. 

B. 1his fonn is designed for reporting the ingredients used in the fonnulalion of a pesticide. Its use will speed the review.lt mwt 
be completed and submitted with each EPA Form 8570-1, Application For New Registration Of A Pesticide, or with each 
EPA Fonn 8570.2, Application For Amended Registration Of A Pesticide, if revision lnvolv~ a formula change, or with each 
EPA Form 8570-3, Appllcation For Renewal Registration Of A Pesticide. 

C. If the complete chemk:aJ compoDUon of fonnulated ingredients, either active or inert, used in this product's formulation is 
not known to you, send a separate set of these forms for each ingredient to your Basic Supplier. When you do this, it Is im
portant that you first nu in items 2 thru 8 so that we may positively identify the supplier's product with your pesticide. The 
Basic Supplier is then requested to complete items 1, and 9 thru IS, and submit the fonn to this Division. This statement is 
treated confidentially. It cannot be used to support a customer's (formulator's) application for subsequent registration with· • 
out written authorization from the Basic Supplier. 

ITEM No. 
1. If more than I page is requited, number them .. 1 of 2" • .. I of 3" • etc. 
2. Enter the same date as the Application. 
3. Read instruction "8" abaft. 
4. Enter the name and address of your fum. 
5. Enter the product name of this pesticide as it will appear on the finished label. 
6. Ent~r the EPA Registration Number or File Symbol if known. 
7. Complete if requited by instructon "'C" above. 
8. Complete if requiled by instruction "'C" above. 
9. Completed only by Basic SuppiJer. 

10. Completed only by Basic Supplier. 
II. List first 1111 active ingredients then the inert ingredients each in the exact order as they will appear on the finished label. 

When a formulated product is listed in the formula, name its basic manufacturer and give its EPA Registration No., if 
known, in parenthesis following the name of the product. (Also see lustruction "C'' above.) The trade name and manu-
factutet of ~urfaclants and other adjuvants(dyes, emulsifiers, solvents, perfumes) must be listed. The complete chemical • 
composition of emulsifiers and surfactants must be listed. Enclose the manufacturer's name in parenthesis following the 
product listed by trade name. (Also see instructiOn "'C" ab~.) If a dye or other coloring is u$Cd, state the color. 

I2 Enter the percentage by weight of each active and inert ingredient beside the ingredient to which it applieS: The per· 
ccntages by weight for the active ingredients must agree with those appearing in the ingrc:dJent statcmeot on the label 
The sum of all percentages Listed must equU 100 percenL 

13. Setf explanatory. 
I4. Self explanatory. 
IS. Self explanatory. 
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1-~DO ONLY 

I. CARD CODE 

t, DATE 

n 
t. C:ARO CODE 

fST CARD 

ZNO CARD 

:IIRO CARD 

" .. I 
I 

PRODUCT LABEL CODED IHfORt.tATIOM. (H:ew} ~ J 
(U•• Uol• lol:flll fo enfulf•·• Product•) ' 

- ' I • 

' :1, MANUFACTURER 1· PRODUCT 

II] l?lBI51rkJl?lt1i??k?lt?l;q] 
(CoJ, I) 

2. ACTION CODE 0 
(Colo :I) (Cdo ~- .. ~ ~-- ·--·-··· (Colo •·1:!1) 

HOI tYRI f, TYPI!i: OF PESTICIDE 7, FORM loCAT TOX 

[I I I I I I I I I I I I I l I I I I I I I I I I 1313 -=:J 
(Col. U•J7) 

0 
(Colo J) 

2. ACTION CODE IT] 
(Col. 2) 

(Colo ~•·'IJJ (Col, :Jfi-:J!I (Cot. fO) 

S, MANUFACTURER 4.. PRODUCT 

I dl3k51W l?lol oj gal A rs- ··c."' •> 
(Cof, .>••J (Col, JI•J:J) 

5., &.INGREDIENTS AND PERCENTAGES 

kl2l ?•h-J..-11 I I+ l•'i"fJ "I 'i Ill! Ill I' I I I I 1._1 ,. 
" ' " ,. ' .. .. ., •• 

l'lllllllllllll tlllllllllllll 
110 """.,,:2 u .. ,.., 

S., tl.INGRE.DIENTS AND PERCENTAGES 

1- Ill I I I • • . ---' ... 

.. II J [ I I I I' I I I I I I I I J II I I t I I I I I I IIJ II II t I I I I I I ,. .. " ,. ' " .. .. • •• • " .. " 

I' .I I I I 1..1 1__1 J] I U 1'. I I I I L I ·- . ---.. " .. .. ., I_IJJILI 
' " ·- L 

$,, S.INGREOIEHTS AND PERCENTAGES 

t I I I r 1_1 1__1 f[ill I' l I I I TI 
'· " • .. .. .. .. llljllll'lllll__l 111]11_1 

• • . .. .. .. " .. •• 

I' I I I I I I I I J I II I I' I I I I I I 
~ -- -· .. .. -- --·~ .. .. • .. .. ., • • [JIJ I 1__1 • " 

f!PA. H., F......, T.u nn: .. 1 

~ 

• 
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II 

t. CARO COOl!: 

t ST CARO 

2 NO CARD 

JRO CARD 

ill 
(C01L I) 

Ito ACTION COOE @] 
(C..,_ 2,1 

• • ' 
I. MANUFACTUfllfR i. 4. PRODUCT 

10lalol9ldl?J?lli?lt?10IA!rs-· •. c • .t1) 
·-·· ,r..,.._ •• ,_., reo~. _ (Col. •·U) 

S. USE CA. TEGORIES 

• I' I I I I I I' I I I I I I' I I f I I t I I I I I I' I I I I I 
• 1• It •• al z• :n at •• •• .. .. .. .. il-l .. .. .. .. 
!':llllltlllll I' I I I I I I' I I I I I ! · I I I I I 
•~ .. ---~ --.. .. .. . .. .. .. • Ood 00 .. .. ·- .. 
[I II I I . .. • •• 

I" I I I I I 
.. h I" I I I I I 

h " 

II. USE CATEGORIES 

F II II I I' II II I I' I I I I I 1· I I I I I r· I I . I I I . .. .. .. . .. .. . - . .. .. •~ - -- -- --·- .. .. .. 
I~ I I I I I I' I I I I . I I' I I I I I I' I I I I I t' I I I I I 
·-. -- -· -- -- -- -- -- -- --.. .. .. .. .. .. .. .. .. 

e1 I I I I I" I I I I I 1"1 I I I I ·- .. ~ -
" •• '• " 

5. USE CATEGORIES 

!'IIIII I' II II I I' I I I I I 1· I I I I I [· I I I I I . .. ·- .. . .. .. •• - -- -- -- -· --.. .. ·- .. .. .. 
t;;l I I I I • • •• 

I' I I I I I I' I I I I I I' I I I I I t· I I I I I .. - . . ·- ... .. .... .... --.. .. .. .. .. .. .. 
' 

E'_l I I I I ·- .. t· I I I I I . .. •• " 
I" I I I I I . .. ,_ 

" 
I!PA U.. F- T-461111·'14) (It,..,..) ! 

I 
I 

I 
; 

' 
. 
• 

• 

... 
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P. 0. BOX 99, BRIDGEVILLE, PENNSYLVANIA 15017 
PHONE A. C. 412 343-1040 TWX 6106973299 

February 19, 1976 

Mr. James H. Banks, Product Manager (33) 
Disinfectants Branch 
Registration Division (WH-567) 
United States Environmental Protection Agency 
401 M Street S.W. 
Washington, D. C. 20460 

Subject: HYgene 
EPA Reg. No. 35900-2 
Your Letter of Jan. 20,1976 

Oear Mr. Banks: 

This is in reply to your letter dated January 20, 1976 in reference to 
general chemistry data for HYgene. 

A.1 

A.2 

A.3 

You are correct in stating that the active ingredient is 
essentially 100% metallic silver with only traces of (j ,;\ 
impurities. n 
Correct. Manufacturing process is the same as in oV, 
Petition 5H5079. 

Purity of ingredients used in the manufacturing process of (i{c 
HYgene are as follows: 

• • • • • • • • •• • • • 

• ••• • •• • • •• ••• • • • • • • • 
•• • •• 

• • • • • • •• •• • • • • •••• •• •• 

• • • • • • • • 

• • • ••• • • • • • ••• •• • • • • • • • • • • • • • ••••• 
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P. 0. BOX 99, BRIDC3EVILLE, PENNSYLVANIA 16017 
PHONE A. C. 412 343-1040 TWX 51015973299 

October 14, 1975 

AIRMAIL • SPECIAL DELIVERY " CERTIFIED MAIL • RETURN RECEIPT REQUESTED - ADDRESS ONLY 

United States Environmental Protection Agency 
Disinfectants Branch, Room 321 
Registration Division (WH-567) 
OPP - EPA 
401 M. Street, S.N. 
Washington, D.C. 20640 

Attention: Mr. James H. Banks " PM 33 

Subject; HYGENE 
Ionics File Symbol 35900-E 
Your letter dated October 9, 1975 

Dear Mr. Banks: 

Five finished labels for the above HYgene product are enclosed. On this 
label, we have made the following changes as requested in your letter dated October 9, 
1975: 

1} We have changed 11 Self .. sanftfz;ng 11 to read 118acteriostatfc11
, 

• .. 
• • • ... • .. 2) Me have changed the claim "Prevent the growth of bacteria" to 

read "Inhibits the. growth of bacteria" • 
• .. 

•••••• • • .. 
• • •••••• 

• .... . : .. .. 
• • •••••• 
• • • • • •••••• 

• ... 
• .. • • • .. . 

• • ••••• • • 
• 

•••• • • •••• 
• •••••• • • 

3} We have deleted 11 as a sanftizer11 , 

4) We have corrected the typographical error in the spelling of 
silver, 

5} In your letter under paragraph 5, you ask us to provide the 
necessary calculations to verify the flow rate recommended on the 
label is comparable to the flow rate used in these laboratory 
experimentation studies • 

You may use the following equations to convert the 500 ml/minute 
and this will show that this is the same as 15 gallons per minute. 
The equation is as follows: 

500 ml flow through column of 250 cc HYgene mineral is directly 
proportional to 15 gallons per minute per cubic foot of HYgene 
as follows: 

a} 500 ml/min. • 0.132 gal./min. 

b) 250 cc HYgene • 0.008828 cubic foot 

c) 0.132 gal./min./0.008828 cubic foot= 15 gals. per minute 
per one cubic foot. 
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United St~te~ Environmental Protection Agency October 14, 1975 

Page 2 Attention: Mr. James H. Banks • PM 33 

6) we have no collateral literature or technical bulletins or 
brochures that are being distributed with this product at 
present, 

1>/e have enclosed a copy of a letter that is being sent to all of our 
customers. If any literature or collateral materal is developed to be sent with 
the product, we will send this to you for your approval. 

In your letter dated October 9, 1975 under paragraph "D" 1, 2, 3. and 
4 -you asked for additional information required to substantiate the bacterio
static claim for the filter media. 

• .. • • • ... • .. .. 

1) Attached please find a letter from Ms. linda Deans, Manager 
of Analytical Services for NUS Corporation who did the testing. 
In this letter Ms. Deans gives the concentration of the artificially 
contaminated water (inoculum) at the end of the test to ascertain 
the degree of natural "dieoff", 

2) The neutralizing solution used contained 5% sodium thioglycollate 
and 7,3% sodium thiosulfate. One milliliter of this sterile 
neutralizing solution was added to sterfle sample bottles in which 
100 milliliters samples were collected for bacteriological testing. 

3) 

•••••• • • 

Attached is a copy of our report "EVALUATION OF HYGENE PRODUCT 
MEDIA FOR EPA REGISTRATION". This was originally sent to you on 
September 3, 1975. Please note on page one under CHEMICAL, there 
is a listing of the production lots used for testing. Three of 
these lots are as follows: 

• .. . .. 
• • • •••••• Lot No. 05125, Lot No. 04075, Lot No, 03105 .. 

• • • e···· .. : .. • ... 
• • ••••• 

On page three of this report under BACTERIOLOGICAL, we list the 
three lot numbers used for bacteriological testing • • • .. • • • •••••• Lot No. 05125, lot No. 04075, lot No. 03105 •••• • • • • • • • • ••• •••••• • •••••• • • Please note that these are both from the same lot numbers that we 
used in the chemical testing. 

I refer you to the 1 ast paragraph on page two which states "Flow was 
discontinued to all three columns for a period of eighteen (18) hours." These samples 
were then acidified and sent to NUS Corporation with the suffix "C" and tested by 
atomic absorption for silver concentration. This included lot numbers 05125, 04075, 
and 03105. They were identified then as lot numbers 05125C, 04075C, 03105C. Attached 
to the above reference report is the NUS Corporation Atomic Absorption Test Report on 
the silver by lot numbers. None of the three lots went over the 50 ppb after an eighteen 
hour holding period. This conclusively p~oves that from these lots even sitting eighteen 
hours, we did not exceed 50 ppb. These are the lots that we used for the bacteriological 
tests. 
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COO!IIG FO~~ FOR ~PPl!CAT!C71S FOR REG!S'rnAT!ON/M~ENO~E:lTS 

Record Number Jf. 3 'f';{ ( 
Reference :tumtrer: :::/_ ' 

Input Date 7 -} /-'6-/ 
0 

(]File SymboJ/Reg.Na.._WdtJ-ri mPH0 I [TIA~t1nn ~odecVO 

S.Intrastate call-In I I (Y)Yes 

. r.:;z:J (N)No 

7.Chlld-resistant Packaging: 

I I (Y)Yes I f (N)No 

9.Proposed Classification: 

, I I (R) Restricted 

• ~ I I (G) Gene;... I 

IJjJ Date on Application: 

I J01 ~l~ WI 
ZO.Hethod of Support< 

&.Registration Type: 

I I (!)Conditional I 1(2)Uncondftfonal 

IO.Final C1assfflcatfon: 

I I (R)Restrfcted I I (M)Not Classified 

I I (G)General 

Zl.cartfflcatfon Statement: 

/__j (!)Cite-An I I (4)Not Applicable 

/~ (2)Aiternate tp (S)Not Submitted 

/__j (3)Ccmhlned 

1,)\(~ (!)Yes I . I (3)Not Appl1cab1e 

f (2)Not· Submitted 

mJ:levi ews Requested: 

• DATE W£ DATE. 
~. ~--_,~D~A~~--~~R~En~IR~N~EO~ 

RESPONSE RESPONSe 

~· ·!!1!, .. 

"" 
Pl. 

Cll 

EF 

0. .. ~- .. · 

CODE DATE 

/c!J.... l.t:-:J-6-?J 

. 

~Status•--------------------~--------------~--------

.rnJFliiAl Response 
ACTION: Code /2..,.c • ~=~:on•• I o1 zl;l rei 2{/ I· 

MO DAY YR 

II§J io·DAY RESPONSE DUE DATE: /-/(Y)Y~._,/:._-Llltll!lL __________ ____. 
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ENFORCEMENT CASE REVIEW • 

TO: Dire~tor, Pesticides Enforcement Division 

Office of Enforcement and General Counsel 

PRODUCT NAME (On ••,npto lsbt>/) 

B:ll-lli!L ~- om:r 
1 MNo 'NO /ON •••F<O "''0 UN« 'UP <odo) 

Ban Del Inc. 
157 s. -"Y 
'-• AZ 85202 

BASIC PRODUCT NAME 

:rRANT NAME AND ADDRESS (ln<:/t.>d~> ZIP ccd<>) 

'"'"n"'"' DATA 

IATT>MEOF ru 

<.o. ,o. 
1 

EPA REGISTRATION NO. 

-below 

STATUS AT TIME OF 

VWIIPJI:IXX Collect.t.an 
0 REGISTE!'IED 

• 0 NOT RECISTI':Rt:D 

REGISTERED 

D VE!f 0 NO 

I DATE OF ENTAL I<EGISTRATION 

... "111ctar:ioatat:1c lllbloo l"iltmo lfoldia." ..tUdt 111 - iD tbe 101-Dl!L 
~ lii\TI!R till:!!' 111 z:Dij1lltared to llli!D, :me., ~.o. 11oac 99, 
£~, Ill.. 15017 for pmb>t J1111111 H!GI!IiiS ,_ llHl lloi!J. 10. 35900-2. 

I CLAIMS 

I . 

t. 1'·· I 
,f:':": 'I 
- i 

( I 

0 NO 

( j ( J L 

I 

&l!ion: 1nt Coozdioatm - ~t:icn ( L 
EPA Hq Form BS00-7 (2·731 

.. 

( 

DATE 

/. I .. . 

/ 
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P. 0. SOX gg, BRJD6EVJLLE, PENNSYLVANIA 160'17 
PHONE A. C. 412343-1040 TWX 5106973299 

CERTIFIED MAIL - RETURN RECEIPT REQUESTED 
DELIVER TO ADDRESSEE ONLY 

Mr. E. F. Brown 
Chief, Disinfectants Branch 
Registration Division (WH-567) 
United States Environmental Protection Agency 
401 M Street s.w. 
Washington, D. C. 20460 

SUBJECT; HYGENE - Ionics F11e Syll\bol 35900-E 
Ionics EPA Registration No. 35900-2 

Dear Mr. Brown: 

October 8, 1975 

This letter will confirm our telephone conversation of Friday, October 3, 
1975. From this phone conversation it is IllY understanding that the United States 
Environmental Protection Agency will issue to Ionics, Incorporated on their product 
HYgene EPA Registration No. 359D0-2. This number will be issued as soon as you 
receive the enclosed (5) labels that have the following revisions from the original 
label sent to Mr. James H. Banks on September 3, 1975. 

The revisions on the labels are as follows: 

1. We have changed the word "Self-sanitizing" to 11 Bacteriostatfc". 

2. We have changed the claim 11 Prevents the growth of bacteria" to 
"Inhibits the growth of bacteria". 

3. We have deleted 11 AS a sanitizer". 

4. We are providing the following necessary calculations to verify 
that the flow rate of 15 gpm/cu.ft. recommended on· the label is 
comparable to the flow rate used in our laboratory experimentation 
studies. In these studies we used 500 ml./min. flow through a 
column of 250 cc of HYgene mineral. This is directll eroportional 
to 15 gpm/cu.ft. of HYgene as follows: 

a. 500 ml./min. = 0.132 gpm 

b. 250 cc HYgene = 0.008828 cu. ft. 

c. 0.132 gal./min./0.008828 cu.ft. 
by direct proportion. 
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Mr. E. F. Brown 
Chief, Disinfectants Branch 
Registration Division (WH-567) 

October 8, 1975 
Page 2 

United States Environmental Protection Agency 

It is our understanding that we are to provide you with copies of any 
collateral literature such as technical bulletins and brochures distributed in 
connection with this product for your review. At the present we have no literature 
that will be sent with the product. We are enclosing a copy of a letter we are 
sending to some of our potential customers. 

I would like to take this 
for the cooperatf on we received. 

WJP:mle 

Enclosures 

cc: Mr. James H. Banks 

opportunity to thank you and all of your staff 

Very truly yours, 

IONICS, INCORPORATED 
Bridgeville Plant 
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P. 0. e0x 99, BRID6EVIL.L.E, PENNSYLVANIA 15017 PHONE A. Q. 412 343-1040 TWX 5108973239 

Wltlf Conditioning Eqnipmtnt • Custom f4briclltion for th1 NIIClllf, Chrmittl & hod Industria: • H111t Trttnsflf Equipm~nt 

This letter is to inform you that Jonics, Incorporated has been granted 
its Federal Registration Number from the Environmental Protection Agency for its 
product HYgene. 

HYgene has been registered under the Federal lnsecticide(Fungicide/Rodent
cide Act and has received a Bacteriostatic rating. The Federal Government allows 
us to make the following claim - that our product will inhibit the growth of 
bacterf a. 

We can now honor all purchase orders and make immediate shipment of this 
product. 

WJP:rnl e 

Enclosure 

We are enclosing our current O.E.M. price list. 

May we look forward to hearing from you with your requirements. 

Very truly yours, 

!OtUCS, INCORPORATED 
Bridgeville Plant 

Walter J. Polens 
Vice President 
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Ieo.toa, tac~&t.d 
JI.O. Box 99 
- .. 51t. 50 
llri .... ri:U., PA 111077 

Gatleaeaa 

llubjectt arvue BUterioat:at.tc W.tet" J'.ilte:r He4ia 
&a'' 'h9i..U&t:ion .... J5900•2' 
AaeaGiitt .._u.oatica Date• Jue 12, 1981 

1 '! ' 
J l/ / 

A pnlt•tNQ _l'e'f~ ot. tho nb:tMt. •Dlioat.icm baa Hell. ..... aov...-, 
bet" on the Uie~t o.n be p.roceue4 fut.ller, elu.tt.tcat.icm 1• e_.ed .b tlte 
followiag _.... 

(OJ 

(C) 

•,;.an .,.loa if l.ts• •• 4ecJ..axe4 011 t.be label ia tbat of •au~· 
of .ta' it --·aliYU aitrate 1'ou l.Mal accept.ed Octd:ter 29, 1975 
UclU'ett -.a.t.llic ail.,.r- .. - l.es,.• 

If- ,yar J..Hl decla:r .. •a.tl•r• tr• •llil'Mx e1t.ute• tluta yow. _, 
dec-lar:_• ao alor. thea 0 ·'" • Dtpl.ain wiiJt 7011 wiab to chu9a yeu 
foanilat.toa! 

EPAITS-767C:JRLIXI46073rl725Ar479-201B:7/6/8l ,, 
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HYgene Mark I 
BACTERIOSTATIC WATER FILTER MEDIA .··:·. •• • 

Removes objectionable tastes, odors, color from • 
treated municipally- supplied tap water. :···=· 
Inhibits the growth of bacteria within the filter • ··:·. 
media bed. ••• • 

CAUTION: KEEP OUT OF REACH OF CHILDREN ·::-:-

EPA Reg. No. 35900- 2 EPA Est. No. 359QO PA •• OJ • 
• 

ACTIVE INGREDIENT 
SILVER as Ag N0

3 
---- 1.05 'Y. LOT No. ________ _ 

INERT INGREDIENT 
ACTIVATED CARBON--- 98.95 'Y. NET CONTENTS cu. ft. 

STORAGE------------- Store In closed container which excludes 
moisture and fumes. 

• 
... . ,. 
• • • • • 
····1' • • • 
•••• . .. 
•••• 

• 
····1· • • • 
····1· • • ••• 

DIRECTIONS FOR USE----- Refer to enclosed product dato sheet. 
DISPOSAL OF SPENT MEDIA--- Retain Shipping carton and liner for disposing 

of 111hausted fllfer media with trash. 

liSE----------------- This product is to be used only for 
manufacturing or fabricating Bacteriostatic 
Water Filter Products for home use. 

Another fine product 111 tile manufacturera of Generol lonlca Water Con41ttonlng EqiiiPIIIent. 
• 

IONICS, INC. Routes 519 8 50 P.O.Box 99 Brldgevllle,Pa.l5017 
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HYgene Mark I 
BACTERIOSTATIC WATER FILTER MEDIA-:::·: 

• 
Removes objectionable tastes, odors, color from • • 

• •••••• treated municipally- supplied tap water. • 
•••• 

Inhibits the vrowth of bacteria within the filter • •• • : 
media bed. • .. . 

CAUTION: KEEP OUT OF REACH OF CHILDREN • .. ·.' 

EPA ReQ. No. 35900-2 EPA Est. No.35900 Pi!r·-61 
ACTIVE INGREDIENT 

SILVER as Ag N0
3 
---- 1.05% LOT No. ________ _ 

INERT INGREDIENT 
ACTIVATED CARBON--- 98.95 % NET CONTENTS cu. ft. 

STORAGE------------- Store In closed contoiner which excludes 
moisture and fumea. 

•••••• • • • . , 
•••••• • • .. 
••••• • • •• •• 

• 
••••• • .. 
••••• • •••• 

DIRECTIONS FOR USE-----Refer to enclosed product data sheet. 
DISPOSAL OF SPENT MEDIA--- Retain Shipping corton and liner for disposing 

of ellhausted fllfer media with trash. 

liSE----------------- This product is to be used only for 
manufacturing or fabricating Bacteriostatic 
Woter Filter Products for home use. 

Another fino product IIJ 1110 monufocturera of G4tneral lonlca Water Conditioning Equipment. 

IONICS, INC. Routes 519 a 50 P.O.Box 99 BrldQtvllle,Pa.l5017 
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HYgene Mark I 
BACTERIOSTATIC WATER Fl L TER MEDIA·:::·: 

Removes objectionable tastes, odors, color from • •• 
treated municipally- supplied tap water. :····· 
Inhibits the growth of bacteria within the filter • :::·: 
media bed. • 

•• • CAUTION: KEEP OUT OF REACH OF CHILDREN • •• ••• 

EPA Reg. No. 35900- 2 EPA Est. No. 359QO f'J'·-&1 
ACTIVE INGREDIENT 

SILVER as Ag N0
3 
---- 1.05% LOT No. ________ _ 

INERT INGREDIENT 
ACTIVATED CARBON--- 98.95 % NET CONTENTS c:u. ft. 

STORAGE------------- Store In closed container which excludes 
moisture and fumea. 

•••••• • • • • • 
•••••• • • • • 
••••• • • ••••• 

• 
••••• • •• 
••••• • •••• 

DIRECTIONS FOR USE-----Refer to enclosed product da~a sheet. 
DISPOSAL OF SPENT MEDIA--- Retain Shipping carton and liner for disposing 

of e~thausted fllfer media with trash. 

lfSE---- -------------This product is to be used only for 
manufacturing or fabricating Bacteriostatic: 
Water Filter Products for home use. 

Ano1her fino product bJ tllo m-facturer• of Gonerol Ionic• Wotor Conditioning EqiiiPmont. 

IONICS, INC. Routes 519 a 50 P.O.Box 99 Brldgevllle,Pa.l5017 . 

320



• ... • . ·--. -··· '#' { f, • • • • 
.,,_ 

')t --· • • • • • • • .. • • .. • • •• • r._-_ •• • •• ' -.. • .. • • f _,_ 

••• • • • • • • • • :--·. •• • • • ~ ._ ... •• • 

321



. 

..... ------------------

HYgene Mark I 
BACTERIOSTATIC WATER FILTER MEDIA 

•••• • • • •• • 
• 

Removes objectionable tastes, odors, color from 
treated municipally- supplied top water. 

• • •••••• • 
•••• 

Inhibits the vrowth of bacteria within the filter 
media bed. 

• • • •• • 
• 

CAUTION: KEEP OUT OF REACH OF CHILDREN 

EPA Reg. No. 35900- 2 EPA Est. No. 35900 P.A· .~1 
•• • 

• • •••••• ACTIVE INGREDIENT 
• SILVER as AgN0

3 
---- 1.05% LOT No. ________ _ 

INERT INGREDIENT 
ACTIVATED CARBON--- 98.95 % NET CONTENTS cu. ft. 

STORAGE------------- Store In closed container which excludes 
moisture and fumes. 

••••• • • • 
••••• • •• 
••••• • ••••• 

• 
••••• • •• 
••••• • •• •• 

DIRECTIONS FOR USE-----Refer to enclosed product do~o sheet. 
DISPOSAL OF SPENT MEDIA--- Retain Shipping carton and liner for disposing 

of exhausted filter media with trash. 

lfSE---- -------------This product • to be used only for 
manufacturing or fabricating Bacteriostatic 
Water Filter Products for home use • 

Allofher fine product IIJ tile manufocturera of General Ionic• Water Conditioning Equipment. 

IONICS, INC. Routes 519 a 50 P.O.Box 99 BrldQevllle,Pa.l5017 . 
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HYgene Mark I 
• BACTERIOSTATIC WATER FILTER MEDIA 

Removes objectionable tastes, odors, color from 
treated municipally- supplied top water. • ··:·. 
lnhl bits the growth of bacteria within the filter ••• • 
media bed. : ••• :. 

• CAUTION: KEEP OUT OF REACH OF CHILDREN •••• 
• • • 

EPA Re;. No. 35900- 2 EPA Est. No. 35900 PA".OI 

ACTIVE INGREDIENT •::·:· 
SILVER as Ag N03 ---- 1.05 % LOT No. ··----

INERT INGREDIENT • 
ACTIVATED CARBON--- 98.95 % NET CONTENTS cu. ft. 

STORAGE------------- Store In closed container which excludes 
moisture and fumes. 

• ••• • • • 

, 

••••• • .. 
••••• • ••••• 

• 
••••• • •• 
•••••• • • •••• 

DIRECTIONS FOR USE----- Refer to enclosed product data sheet. 
DISPOSAL OF SPENT MEDIA--- Retain Shipping carton and liner for disposing 

of exhausted fllfer media with trash. 

liSE----------------- This product is to be used only for 
manufacturing or fabricating Bacteriostatic 
water Filter Products for home use . 

Another fine prod11ct bJ tile moftllfoct~~rera of Generol lonlca Woter Conditioning Equipment. 

IONICS, INC. Routes 519 a 50 P.O.Box 99 Brldgevllle,Pa.l5017 • 

324



325



ENFORCEMENT CASE REVIEW 
(Teat and Label) 

LABELING 

_., 
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ENFORCEMENT CASE REVIEW 
(Test and Label) 

EP'I'IC:A.CY 
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P.O. BOX 99, BRIOC9EVELLE, PENNSYLVANIA 1!5017 
PHONE A. C. 412 343-1040 TWX B1oes732S9 

Mr. E. F. Brown 
Chief, Disinfectants Branch 
Registration Division {WH-567) 
U. S. Environmental Protection Agency 
401 M Street S. W. 
Washington, D. C. 20460 

Dear Mr. Brown: 

January 13, 1977 

This letter will authorize you to use any information that is in 
lonics, Incorporated 1 S file, our EPA Registration 35900-2, to support 
regttration of additional products for 

This letter does not, however, allow you to make public to
or anyone else any information in our file that would 

be considered proprietary information or confidential. 

WJP:mle 

-.· 
We thank you very much for your cooperation in this matter. 

Very truly yours, 

!OIHCS, INCORPORATED 
Bridgeville Plant 

Walter J. Po lens 
Vice President 

' ,•~ 

, 

• • cc: James H. Banks - EPA •••••• 
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1. I'IEQISTRATION NUMBER CYCLE •• OAT£ rncruveo 

• 
SUBMISSION REVIEW RECORD 3L51'7k71 d -I I I I l.?k I i~Jl /1PI7vhS G 

'· 3Ct0 PUBLICATION NECESSARY 4. PETITION NO. 5, RECEIVED PM TEAM 

0 VIi:$ ft•o ·A"Jl T T 
6. METHOO OF SUPPORT '···z-::z NO. 8, PROJECTED RETURN 

Ou o .. 0 •< 3J5 I ()T·· ~r «1rc . f 
O.OATE PULLED 10. OATE PUSL.ISHEO 

''}g;;)Mt¢~(1J..cM 
COOE 12. OUTGOING DATE 

l5t2 .rift ,1" .. T 
REVIEWER 

OAT!: R£VIEWCOMI"t.£TEO 
•• COM· 

j;jd •o REVIEW TYPE CODE SIGNATURE OF REVIEWER MENT 
.~ :::8 (lnlrlilliJ CODE "" 04V VA 

>< A RI:YIIi:WAIIIIL.ITV T£AM "L 'Aft# L ~ pu-I? it.; /It" 
8 PRODUCT MANAGER TEAM I £·1 I IV 0 { I I I u;FFICACV I'U:YIItW 

& c I>A.DOUCT MA.NAGE!l TEAM 

I I I I I HUMAN SAFETY fUtVII!:W 

D F>RDOUCTMANAGitft Tt;AM 11H• 

I I I I I VIRONM!!;NTAI.. IAF£TY Rlt.VIItW 

E F>ROOUCT MANAGER TEAl.! /fi;;lf-: £J1. \k /L dl 'i ,).IJ' l7ib' RII:SUOMISIIDN REVIItW 

-F PRODUCT MANAOE;R I I I I I 

• G INTERAGENCY Rlti"EAAAL. I I I I I 
H COIT•III!NEFIT REVIEW I I I I I 
I PUI!ILIC COMMI!:NTS REVIEW I I I I I 

J ECE DRANC~ INIIECTICIOE 

I I I I I EI'FICACY 

a K Elli:E BRANCH NEADICIOE 

I I I I I EI"FICACV 

L EEE BRANCH FUNGICIO£ 

I I I I I EP'1'"1CACY I. 
' 

M EEl!: Dl'tANC~ RODENTICIDE 

I I I I I ltFFICACY 

N 
!tEE BRANCH OISINI"I:CTANT 

I I I I I EFI"ICACV 

0 
CHEMIIITI'IY I!IRANC~ 

I I I I I RESIOUE CHEMISTRY 

p l!l:EE PRANCH ENVIRON • 

I I I I I MENTAL CHEMIIITI'IY 

0 TOXICOLOGY BRANCH 

I I I I I NUMAN SAFETY 

R EEE I!IRANCH IINYIAON· 

I I I I I MENTAL SAP'ET'I' 

s I I I I I 

• T I I I I /,_.MANAGER;;:;;: TVPZP~ COOE 

..1. '0.4 . ~ r:;; ~ 
~ f'orm 1170·1 s (S·11) 

v 
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...-------------- ~-~~-~ 

• 
SAMPLE SUMMARY 

ANALYTICAL REPORT 

Dallas Jr. 
OF SAMPLE 

Bacteriostatic Water Filter Media 

Plastic bag broken seal and one 7 oz. plastic bottle with label. 
No. 

ANALYSIS SATISFACTORY UNSATISFACTORY 

Method: Silver extracted from sample with 1+1 Nitric Acid by shaking 
3 hours and standing over weekend. Excess sodium chloride 
solution added to an aliquot of sample extract; excess titrated 
with silver nitrate potentiometrically. Silver in sample calcu
lated as metallic silver. 

Results: 1 
2 
3 

2.06% 
1.72% 
1.91% 

average - 1.90% silver (as metallic) 

SIGNATURE OF ANALYST 

Claim 1.05% metallic 
silver 

FOftll 850Q.4 (2-73) RI:Pl.ACI:II P"O?IM$ PA .t-I••II·UI AND PA S.IGIJ (11•711 WHICH AAE ODIIIOl.&:TI£ 
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ICIIIAIS, IIIC. 

UNITED $TATES 
ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, O.C, :t04CO 

REPORT OF ANALYSIS 

_,_ 519-511 

k:l.lfa..,ille, -· 

FOAM 

Sihu (llet:a1Uc) 1.0" 
4ctl. .... ~ ... - 9&.95'lt 

s .. cell 

s.,..l• - - ~ _. ... -.-antic ecUvi&J' apieet: 
lechricUa cell. Staph aureu11 aa4 Pswlfrnrus floroacii'E. 

- of bololloitb>a ap1oot: Eockerichie coli 
Stapkyloeecew aureua 
Paa.u.loa•:;aae fluct&'eacea 

1 ... 
t .. 
laa 

REGISTRATION OtV. COPY 
334
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-
IONICS, l~CQRPrJ,J.,'";>J.I.-i 

p, O. SOX 99, BRIDGEVILLE, PENNSYLVANIA 15017 
Pt-lONE A. C. 412 343-1040 TWX 5100973299 

December 3, !975 

• 
United States Environrnen al Protection Agency 
Disinfectants Branch) Ro•," ~·;'1 

• 
.•· 

Regist•·•tion D1vision ;:11' •. '7) 
DPP-EPA 

.401 11 Street s. l<. 
' .1gton, D. c. 2U64'J 

on: Mr. James Banks 

Dear Mr. Banks: 

This letter rtil 1 arthor'ize you to use information in our file under 
our EPA Registration No. 35900-2 for the evaluation of a water filter manu
factured by 

This letter :. ves you authorization to refer to our file but not to 
make available to any confidential material in the file. 

If you have a11y questions concerning this, please contact me. 

• 
WJP:rnle 

cc: 

Very truly yours, 

IONICS, INCORPORATED 
Bridgeville Plant 

.~ f/ n 'A .c;Y~ 
;~·-- .,_ _x~ ~' ' ;:;.:!-,-;7' p ,_ 

Walter J. Polens 
Vice President 

*Product ingredient source information may be entitled to confidential treatment*
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• 

10111CS, IIK:ORI'OIIATlD 
~~ Valtlr .;, Pff-
'·'· !lex 99 .. &Adpvflla, PA 15017 

8eat1-l 

IIY8£IIE 

.ISTRATIOII DIVIStOII 

ore c : 1975 

EPA llq. 110. 35900-t 
Yeur latter of llonllber 13, 1975 

'l1le .-ral cllellfstry tnr-tton sut.fttld wtth the rafaranc:e!l letter 
1n support of  app11catfon, Ffle 110. 
fs. nat acceptl

~~=~~~d:~fd not quite undllrStlnd our raquast. 'l1le ro1 
~~ are Ia t110 (2) parts, 1lla ffl'lt "'"• ). refal'l 

· usad the actfft 111111edflllt (fn th s -
pert, (8), ,.,., to the specttfc 

. I Wltlll' filter Clllltlftlfag Sflftr 
. fs U fa11GWSI .· 

A. InfenlitfR on tile taclllfcal cllellfcals usad u the lctfft fllllrldliltts 
tn the _.tftta, fnCiedfng: · , .. · · 

1. CGI!p1eta CIJIIIPCI$1tfoil of ths tlldin1ca1 cllellfcal, fiiCledfllll the 
~cal ..- lid peralltii!IU of t!lpln1tfu; 

• 
2. Baste lllaul'sct:ui-lng process of the tllchnfcat chtll1ca1. 

3. Mlt,y Of lltlrtfllll and fntsl'llad1ate •tarta1s used fn tha 
IIIAU(adWrfng protess; 

4. Bastc ~teal and cllellfcal dllrsctsrlstfcs of the sctfve 
1~~grad1ent(s), afthar fn tschafca1 or purer ,_, 

5. AM1;t1ca1 •thods far the prtnc1pa1 ca"'onent(s) Ud '"""'*· 
a. tnf-tfon 1111 the specfffc putfchle fDNilltfllll faclud111f: 

1. llethod(s) of eu1ysfs for fdentff}'1JIII Ud .-tff}'1JIII the sctfYe 
flllradient(l) 111 the putfctde fDNilatton. 

341
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~Te ;:;_ ____ pv 
f Lcf:ier Me/ //-13-75 

~ /;ce.-- f;aec // /~ tXe
~-{:cle.J5d etu;ek,rv. 

1 

1 

1 

1 

1 

1 

1 

1 

1 

1 

1 

1 

1 

1 

1 

1 

1 

1 

1 

1 

1 

1 
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U.S, ENVIRONMENTAl. PROTECTION AGENCY 
OJ"I<ICII: OJ" P1:$TtCIO£S PI'IOCI'IAMS 

l'tEGISTF .... ,TION OIYtltQN 

WASHINOTON, D.C. :!.0-'!10 

NOTICE OF REGISTRATION 
(Undo~ tho Fdor•l In .. cflcldo, Funelcldo, 

end RodMIIcldo Act, •• omondodJ 

I'"' 
OAT!!: OF ISSUANCE 

NAME OF PESTICIDE PRODUCT 

NAME AND ADDRESS OF REGiSTRANT 

r 

L 

~. ~ aubsisnce from that accepted in conneclioo with thia registfll:tiOn mutJl be aub~ 
prior to uae or the label in commerce. tn any con-eapOodence on lhia product 

copy of the labeling accepted in connection with this registration is returned herewith. 

Rqi stration is in no way to be construed as an endorsement or approval or this product by this Agency. In 
order to protect health and the environment, the Administrator, ori his motion, may at any time suspend or cancel 
the registration of a pesticide in a:: cordonce with the Act. The acceptance of any name in connection with the re~ 
&istration or a product under this Act is not to be construed as giving the registrant a right to exclusive use of the 
name or to its use if it has been covered by others. 

The following paragraphs are applicable only when checked: 

0 

0 

The registration for this product is being issued with the understanding that certain defects in the labeling 
which are noted below will be corrected as soon as possible. Objection is not raised to the use of the 
present labeling for a reasonable period of time while fully corrected labeling is beiag prepared. Three 
copies of the corrected labeling must be submitted. 

0 Attachm.;nt is applicable. 

! OF •• IOATE 

.... ,.' 
344



• 

S1nclre1t • 

' Enclosure 

WH~567 :Iii!: ROOUGUIS:ca: 1 0/),/7~; 15904l:.rm-321 
( ,, 0 ' -

• 
cc: PED 

'j 

i f-, 

~,- ~\' 'f '/t< t, 
'0 

t,,, 

'.· 

. 
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• • • • 

Rehab Grou? Inc. Arlingtoo. Va. 
(703) 521-7800 Zip 22'i04 

• 
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2-C______ Review under revised Sec. 3 Reg. Yes No 

Kfrg/EXP __ _/J_jf_~ _____ __Petition rio. ___ _ 

LU~~~~~~~~~r 

Petition 
Type of Product: New Product -New Chel'l. 

Type Submission-Hew Product Old Chem 
Product 'lanage.r, {name)::-1<~~-l==?_ Rm# 3£2:_/ Amended Reg. Substantive 

~ Amended Reg. Nonsubstantantive __ 

RET 

pRocec,_'_,d'-"bv'-'E'-'.-"'-r,r'-'oc;s~s Sent to Reviewer Date Comp 1 eted 

L_l _-----.~1 C I I ~ 
Returnee: to Pl>l 

I I 
Reviews tleeded 

Completeness Review. __ _ Data RevieVI. __ Waiver Reg. __ 

Review Label"'~'--------------------------------------=-----------~ 
l1ter ______________________________________ ~--------·~ 
EEEB 

~.cv 
C~teness Review t1: 

\ II.__ _ ___,1~--1 --~1 .__I _ ___,:! 
Data Revieli. __ llaiver Req. __ 

Revi e•• La be 1 "'''-----:::------:----:::---------------------"'1"•1 

F&!-1 

Comoleteness Review,___ Data Revie••--- \laiver Reg. __ _ 

~ew Labeli""------~-------------------------------------------1 
Letter ________ r==============!r===========~r===========~;=======~~==~l 
_E.CHEI1. I. : : II :: J [,____-.~1 
C.eteness Revie>l __ _ Data Review __ Waiver Reg. __ 

Rcvi e·.< Labe 1 i ''" -------------------------------------------------------1 

TOX SR. 

Completeness Revie\oJ, ___ _ Data Revie~< __ Naiver Rag, __ 

Revie~< Lat~l ingl ___ ~-~-----~--------'------------~--

~::~·:·-R_--____,c=-=-=---=--=-~=---=-;-1 -;=r-=-===-=--=--'r ;=1-=-==_-=-=-=7--T-~~-~= __ :=•_=--=_:""~ ! 
Completeness Revie\·1 ---- Datn -R<:'JievJ_~ Ha1ver Reg. __ 
Revie:; Labeling 358
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SUBMISSION REVIEW RECORD 

, •• >O>D 

0 VI!:$ 0 NO 

o .. 

I'· 'CVCLE OATERECE>VED 

l;lo/~lol-1 I I I ~~ !:~1/b 
' o~v 

NO. I•· 

10. OATe PUBLISHED 11. -vI TYPE f} 

IC> ;J.C?'.,J" /(J3 '>f.k!Jrn~)?Jr!/ 
COOE OATE 

l5~ i T 
AEVIEWTYPE 

A fii!:VIE.WABII..ITV TEAM 

c 

F 

PRODUCT MANA41:R TltAM 
HUMAN .AFII:TY I'III';VjE;W 

PfiOOUCT 

H COIIT·I!II;t>IIU"IT RI;YJEW 

J 

PUI11 .. 1C COMMENTS fiEVIEW 

C:IU£ BRANCN 1!-.lU:cTICIOE 
lt .. FICACV 

COD~EA SIGNATURE OF REVIEWER I ~~i 
MD 

I I ~ I I I 

I I I I I 
I I I I I 
I I I I I 

I I I I I 
I I I I I 
I I . I I I 

I I I I I 

, ·. .• H-K+-~-'~'-~~-~~c-H _"'"_"_"'o_c --\-l_LIIII-\-------f---\-.l.-.4-II_L+II_IIL-J 
~ ~~~~~~~CH FUNOIC!OE:: 

• 

• 

lr 
Ill N 

p 

0 

R 

s 

T 

El!:ll:: BRANCH 1100ENTICIOE 
II!:FI"ICACV 

II:EE 8RANCH OUIINFECTANT 
EFFICACY 

lUtE II RANCH ltNVIRON • 
MENTAl.. CH£MIBTAV 

TOXICOI..OQY bRANCH 
HUMAN $'AFiitTV 

EPA Farm 1570·1 S (S•71) 

------·---

I I I I I 

I I I I I 
I I I I I 

I I I I I 

I I . I I I 

I I I I I 

I I I 
TY>E OF 
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SU.IIMISSilON REVIEW RECORD 

• 0 NO 

D •• or-•• 

,. 
TEAM 

TEAM 

Q 

R 

s 

T • 
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' \., .,.. 
>;' _.-~"-'*-~ •: 

"-"- "" 
INSTRUCI'IONS ~~- tlllztr .. ~, 

" ........... , r-1 •=mw '::.., 
NOTE: Use a separate form for each Formulation. -~<! >~!'!' • 14 _.. 

' _, t.EI! - "'"" 
Applicant~ keep the second CtJpy for your files and forward the original to EPA or foUoJ:'~ in~~ i '' below. 

. . . \:'>', ;-,... "" • 
A.. The complete chemical compoliti~n of each pesticide must be known so it can be evalua~ under the Federal 

Insecticide, Fungicide aDd Rodenticide Act. This information is also necesaary to detenninC the status of ingredients, both 
active and inert, UDder the Pest:iclde ChemJcals Amendment to the Federal Food, Drug and Cosmetic Act. 

B. Tb:is fonn is designed for reporting the ingredients UICd in the formulation of a peaticide. Its use will speed the ooview.lt must 
be completed and submitted with each EPA Form 8570..1, Application For New Registration Of A Pesticide, or with each 
EPA FOliO 8570-2? Application For Amended Registration Of A Pesticide, if revision involver. a formula~. or with each 
EPA Fonn 8570-3, Application For Renewal Registration Of A Pesticide. 

C. If the complete chemical eompodtion of fonnulated IDgtedients, either active or inert, used in thls product's formulation is 
not known to you, send a ueplirate set of these forms for each ingredient to your Bask: Supplier. When you do this. it him· 
portant that you first ftD in items 2 thru 8 so that we may positively identifY the wpplfer?s product with your pesticide. The 
Basie Supplier is then requctted to complete itemll, and 9 thru ts. and submit the form to thisDivWon. This statement is 

.. ated confulentially. It cannot be USDd to support a customcr•s (formulator's) application for aubtequent registration with· 
out written authorization from the Baaic Supplier. 

rrEMNo. 
1. If more than 1 pap is required, number them "'"1 of2", "1 of3", etc. 
2. Enter 1he same date as 1he Appllcatlon. 
3. Read instruction "'B" above. 
4. Enter the name and address of your firm. 
s. Enter 1he product name of tllis pestlcide u it wlllappeu on 1he finWlro label. 
6. Enter 1he EPA RA!giltralfon Number or File Symbol If known. 
7. Complete if required by instructon VC" above. 
8. Complete if n:qu!red by iDJUuc:&n "C" ab<mo. 
9. CompletedoulybyBallcSuppller. 

10. Completed ouly by Balle Supplier. 
11. Lid fmt all actiw: ingredients then the inert fo&re<Uents each in the exact order as they will appear on the fmisbed labeL 

When a formulated product iJ lis1cd iD the formula, name its basic manufacturer and give its Fl'A Regia:tration No.? if 
known, in parenthesis foUowing the name of the product. (Abo see Jmtruction "C" above.) The trade name and manu-

• facrorer of owfactanu and o1her adj...,...(dyes. emublflen, solvent!, perfwnes) must be listed. The complete clmnlcol 
compotition of emuldfion and surf'actants must be listed. Enclose the manufacturer•s name in parentheak foUOYring the 
product listed by trade name. (Also tee instructiOn "'C" above.) If a dye or other coloring is used, state the color. 

12. Enter the pe~centage by weight of each actm: and iDcrt ingredient beside the ingredient to which it applm.: The per· 
centages by wei&ht for the active fngredlents must agree with those appearing in the inP.dient statement on the label 
Tbc sum of aD percentJ&cllisted· m\llt equal! 00 percent. 

13. Self explanaloty. 
14. Self explamtol}'. 
15. Self explanaioty. 
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